INPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HAMMEHOBAHME HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Senvelgo 15 mg/ml nepopasen pa3TBop 3a KOTKH

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceku ml chabpixa:

AKTHBHO BellIECTBO:

Velagliflozin 15 mg

exBuBajieHT Ha velagliflozin L-proline H2O 20,1 mg

ITomoiHu BemiecTBa:

KadecTBeH CbCTaB Ha MOMOIIHHUTE BelleCTBA U APYruTe CbCTaBKU

Ethanol (96%)

Propylene glycol

Citric acid monohydrate

Sodium hydroxide 1M

Honey flavour

Water, purified

BI/ICT'I)p, 663I_IBCTCH OT CBECTIJIO XBJIT JO CBECTJIIO Ka(i)}IB PasTBOp

3. KJIMHUYHA HH®OPMALUA

3.1 Bwunaose :KHBOTHH, 32 KOUTO € nmpeanazHavyed BJIII

Kotku

3.2 Tloka3aHus 3a ynorpeda 3a BCeKH BU/I ’KUBOTHH, 32 KOMTO € NpeHa3HAYeH NPOAYKTHT
3a HaMaJsIBaHE Ha XUMEPIIIMKEMHUATA TPU KOTKHU C HE-MHCYJIMH-3aBUCHM 3aXapeH AuaderT.

3.3 IlporuBomoka3aHus

Jla He ce u3Mo/3Ba IPY KOTKH ¢ KIMHUYHU MPU3HAIM Ha JuadeTHa ketoarumosa (JIKA) uwiu
nabopaTopHU TIOKa3aTenu, ChoTBeTcBamu Ha JIKA.

[la He ce U3M0I3Ba IPU KOTKHU C TEXKa XUAPATALUs, N3MCKBAIA HHTPABEHO3HO BIMBAaHE HA TEUHOCTH.
3.4 CneuuajJHu npeaynpe:xaeHus

ITpu neuenue ¢ velagliflozin, ciopagnyHoO MOXKe J1a ce HA0JII01aBa aCHMIITOMATUYHA XUITOTJIUKEMUS,
BB3 OCHOBA Ha €JMHUYHHU U3MEpPBaHU Ha KpbBHATA [IIIOKO3a.

bezomacHocTTa 1 ehrkacHOCTTa OT CHBMECTHOTO m3non3BaHe Ha velagliflozin nmpu koTku ¢ MHCYIHH
WIN JPYTH JIEYSHHs 3a MOHMKaBaHe Ha KpbhBHATA TJII0KO3a HE € MPOyYBaHa.

Ilopaau HauMHa Ha IEHCTBHE HAa MHCYJIMHA, ChIIECTBYBA MOBUIIIEH PUCK 32 XUIIOTJIMKEMHUs, TIOpaau

KO€TO CbBMECTHO JICUCHUE HE CE IPEIOPHYBA.

[Topanu HaunHa Ha IEHUCTBUE, CE OYaKBa KOTKUTE JieKyBaHu ¢ SGLT-2 uHXUOUTOpH Ja MPOSIBSIT
rroko3ypus. [lopaau ToBa, cTeneHTa Ha TIIIOKO3YPHsI HE € HAJEK/ICH JUArHOCTUYCH MOKa3aTell 3a



MPOCIIesABaHe Ha TIMKeMUYHHS KOHTPOJI. Thil KaTO IIIOKO3YPHATa MOXKE J1a IPOIBIDKH OT 2 10 3
JIHH, CJIeI IpeKpaTsIBaHe Ha IpUeMa Ha BETEPUHAPHHMS JICKapCTBEH MPOIYKT, HUBaTa Ha KphbBHATa
TJIFOKO03a TPsIOBa J1a ce MPOCIIEIBAT, 3a Jla CE ONPEIeH Kora TpsOBa 1a ce Bhb30OHOBH JICUYCHUETO HA
nnabera.

Iuabernara pemucus ciex Velagliflozin ve e uscnensana B KIIMHUYHY TTOJIEBH OIIUTH.

[lopanu Haunna Ha aeticteue Ha velagliflozin, Moxe 1a ce okaxke TPYJHO J1a ce UIeHTU(UIHpAT
KOTKHTE, KOUTO Ca B peMHCHs. AKO PEMHUCHSTA € OYaKBaHa, MOXKeE Jia c€ OOMUCIIH IPeKpaTsIBaHe Ha
JICYCHUETO, HO MPOIBDKABAHETO MY C JAPYTH MEPKH (HAIp. AUeTa C HUCKO ChIbPXKAHUE HA
BBIJIEXU/IPATH, CHOTBETHO PETYJIMPAHE HA TETJIOTO) M BHUMATEIIHO TPOCIIS/IIBAaHE HA TIIMKEMUYHUS
KOHTPOJI | 32 IPOsiBa OTHOBO HAa KJIIMHUYHY NPU3HALMU. AKO KOTKATa MMOJy4d PeLUInB, TOraBa
neuenueto c velagliflozin Mmoxxe na 6b1e BH30OHOBEHO.

3.5 CneuuajiHu npeana3Hu MepKH NpH ynorpeda

CrenuanaHy Opeana3sHu MEPKH 3a 0e30macHa ynoTpe0a Mpy BUJIOBETE JKMBOTHH, 34 KOUTO €
npeanasHaueH BJIIT:

ITopanu HaunHa Ha aeticteue Ha SGLT-2 unxuburopure (TakuBa kato velagliflozin), anexsaraoTo
€HJIOTC€HHO MHCYJIMHOBO IIPOM3BOJICTBO € M3MCKBAHE 3a YCIICIITHO JICYCHHE Ha 3aXapeH quadeT ¢ TO3U
BETEPHHAPCH JICKAPCTBEH MPOIYKT.

Twit KaTo HAMA Ipar 3a eHJOTCHHHS UHCYJIHH, 32 JIa C€ HAIPaBU 3aKJIF0YEHHE 32 J0CTaThYHA
HAJIMYHOCT, CJCTHUTE MHCTPYKIIMK Ca BAXKHU 3a UACHTH(UIIUpAHE HA KOTKH, MOIXOIAIIN 32
3amouBaHe Ha JieueHueTo (,[Ipeau HauaIo0To Ha JICYCHUETO ) U MPOABIKABAHE HA JICUCHUETO
(,,IIpermopbKka 3a IbpBOHAUAITHO HabmoAeHNE (TBPBUTE IBE CEAMUIM)™), 3 J1a ce MACHTH(DUIMPAT
KOTKHUTE, KOUTO II[¢ KMAT IT0J13a OT MOHOTEPAITHTA.

Ilpeou nauanomo na newenuemo:

TpsiOBa 1a ce U3BHPIYN CKPHHUHT 32 nuadetHa keroanuaosa (JJKA). [Topaau ToBa, € HEOOX0aMMO 1a
Ce HampaBy H3CIIC[BaHE 32 HAIMYNE Ha KETOHOBU TeJla B ypHUHATA WM KPhBTA MPEAU yIoTpeoda.
Jledenue He TpsiOBa ja 3armodYBa WK Ja ce Bhb30OHOBSIBA MPU HAJTMYKE HA KETOHOBH TEJa B
KOHIIeHTpaIus nokasarenna 3a JIKA. Knuaudnu npu3Haiy, KaTo HelnpeABKIcHa 3ary0a Ha Terio,
JIeXuapaTaius, JeTaprus, aHopeKcHs (JIUIca Ha areTuT), OBPbIaHe, KaXeKCusl, MOTaT Ja MoKa3BarT,
ye kotkara nma JIKA. KoTku ¢ muaber, KOUTO MpeBapuTeIHO ca JIEKyBaHUTE C HHCYIIUH ca C TI0-
BHCOK puck oT JIKA u KeToHypHsl, B CpaBHEHHE C HOBOJIMArHOCTUIIMPAHH MAIlUEHTH, KOTaToO Ce
3anousa c velagliflozin.

KoTkuTe, 3a KOUTO ce cumTa, Y€ ca H3JI0XKEHH Ha PUCK OT pasBuThe Ha JIKA, ce Hy X IasT oT
BHUMATEITHO HAOJIIOJICHUE U TPsIOBa J1a c€ OOMUCIIH ajITepHATUBEH IUIaH 3a JIeUueHHe. PUCKBT OT
pasButre Ha JIKA 3HAYNTETHO HaMaJIsABa CIIe/l TbPBUTE JIBE CEAMHUIIM OT JedeHuero, Ho JIKA Moske
Jla HACTBITH 110 BCSIKO BpeMe (3a MpociesiBaHe BUK MO-10Ty). AKO HAYaJIOTO Ha JICYUCHHUETO ce 3a0aBu
C TIOBEYE OT YSTHPH JHHU CIIe] AMATHOCTHIMPAHEe Ha 3aXapeH Auader, BeTepuHapHUs JeKkap TpsoBa 1a
MPEOLIEHH PUCKA OT PA3BUTHETO HA KETOAIMI03a.

KoTkuTe ¢he ChITbTCBAINM 3200 ISIBaHYSI, KATO MAHKPEATUT, XENATHT, HHPEKIIUO3HU 3a00JIIBaHUS,
cbpreuHH 3a0onsBanue, 0b0pedna HemoctarbyHocT (IRIS cranmit 3 wnu 4), Heoruaszus,
XHUIEPTUPOHIU3BM U aKPOMEJIarusi ca OWIIN U3KITFOUCHH OT KIIMHUYHUTE OTUTH.

besonacHocTTa M e(hMKaCHOCTTA HA BETEPHHAPHMUS JIEKAPCTBEH MPOIYKT MPHU IHA0CTUUHN KOTKH C
TE3H ChIBTCBAIIM 3a00JISIBAHUSI HE € HAITBJIHO MPOYYCHA.

Jla ce mpuiiara BETEpHHAPHUAT JICKAPCTBEH NPOAYKT MPU KOTKU ChC CHITBTCBAIIHN 3a00JSIBAHUS CAMO
Clie]T MPeleHKa 10J13a/PUCK OT OTTOBOPHHMS BETEPUHAPEH JICKap.

CrnepHuTe ChCTOSIHHS TPsIOBa 1a OBJIAT PEIICHU MPEY 3al0YBaHe Ha JICYCHUETO: ACXUApaTaIIUs,
npenmnonaraeMa mim gokaszana J|KA, anopekcus, KITUHIYEH MTaHKPEaTHT, XpOHUIHA JHapHs,
MOBPBIIIaHE, KAXEKCHSL.



Ilpenopvuumenen nvpeonauen MoHUmMOPUHZ (nvpeume 06e ceOmuyu):
HezabaBHo mpekpareTe I€4eHUETO B CIIydail Ha MOTBBP/ICHA WIIM CbMHUTENIHA AHa0eTHA KETOAnI03a
(IKA) nnu nrabeTHa KETOHYPHSI U HAIPABETE ChOTBETHUTE U3CIICABAHMS.

ITopanu HaunHa Ha aerictBue Ha SGLT-2 nHXUOUTOPUTE, XUIIEPTIIMKEMHUS MOXKE Ja HEe IPUCHCTRA B
ciydait Ha JIKA (eBrmukemmdHa keroaruaosa). Juarnosara esrimmkemudaa JIKA tpsoBa na ce
OCHOBaBa Ha KIIMHUYHYU NPU3HAIH, TAOOPATOPHU MOKA3aTeIu 32 MeTaOOIMTHA alu03a U APYTH
71a00paTOPHU MOKa3aTesH, cBbp3anu ¢ JJKA.

B ciyuaii na JIKA (Hanp. HamalieH aneTuT, OCTPO MOBPBIIAHE, JIeTaprus/Ienpecusi, JeXuapaTaus 1
7abopaTOpHH MOKA3aTeNN), € HAOKUTEIHO He3a0aBHO J1a Ce TPHIIOKH MOIX0/s11a Tepanus. ToBa
BKJIIOYBA He3a0aBHO 3all0YBaHe HAa MHCYJIMHOBA Tepanwsi, BbIPEKH HOPMAITHUTE CTONHOCTH Ha
KpbBHATA INI0K03a (€BITIMKEMUYHA KETOAIM03a), KATO CHIIEBPEMEHHO CE MPOCIIEASIBa/ICKYyBa
XUIOKAIMEMHATA. 3all0YBaHE Ha JICUCHUE C HHCYJIMH € He0OXOIMMO, 3a 1a CE CIPE MPOrPECUPAHETO
Ha Ketoanumo3aTa. TpsaoOBa na ce 0OMUCITH MPUIIAraHEeTO Ha JEKCTPO3a WK JPYT U3TOUYHUK Ha
BBIJICXUIIPATH U IOAXOIAIIA XpaHUTETHA 100aBKa KaTo TOMBJIHEHHE KbM WHCYJIMHA.

[IpoBepka 3a keTOHH € He0OXoAMMa MPH 3aNI0YBAHE Ha TepanusiTa U Ha Bceku 1 1o 3 aHM Tpe3
IIBPBUTE ABC CECAMUIIN, KAKTO U BCCKU ITBT, KOraTO KOTKAaTa MOKa3dBa KIIMHUYHU IIPU3HAIIU Ha
3a0oJsiBaHe, KaTO HaMaJIeH PYUEM Ha XpaHa, OCTPO MOBPbILAHE WM HAMaleHa akKTUBHOCT. CKPUHUHT
3a HAJIMYME Ha KETOHOBU TeJa B MIEATHU CiIydail TpsiOBa /1a ce HalpaBH C IJIa3Ma BbB BETEpUHApHA
KJIMHUKA, HO MOXKE J]a C€ HalpaBU U OT COOCTBEHMKA Ha KOTKATa B JIOMAILIHU YCJIOBHUS, KaTO CE MOTOIMHU
CHOTBETHATA TECT JICHTA B ypUHATa Ha KOTKATa, HAIPUMEP B KOTELIKaTa TOAIETHA. AKO CE OTKPHST
KETOHH, TepanusiTa TpsiOBa 1a ce MpeKpaTu 1 KOTKaTa J1a ce nperiena He3a0aBHO OT BETEpPUHAPEH
JeKap.

Ilpenopvku 3a pymunno nabniodenue:

Baxapuust auaber (3/]) Moxe j1a mporpecupa ¢ BpeMeTo, IOpaain KOSTO HAKOUW KOTKH MOXE J1a ce
HYXKJasT OT €K30TreHeH HHCYJHNH 3a npenoTBpaTsaBane Ha JIKA. [Topanu ToBa, koTkuTe cbe 3/ u
JIEKyBaHH C BETEPUHAPHUS JIEKAPCTBEH INPOIYKT TPsIOBa MOCTOSHHO a ObAAT HAOIIOAaBaHH, CHIVIACHO
CTaH/apTHaTa NpaKTUKa. B jpombiiHeHne, mopaay HaunHa Ha aeiicteue Ha velagliflozin, pyrunaoTo
npociesBaHe Tp1OBa Jla BKJIIOYBA OLEHKA 32 KETOHM (4pe3 YPUHOIIHM3a W IL1a3Ma),

cTaTyc Ha xuaparanus (OCMOTHYHA AMype3a) U TeslecHa Maca (Helpe/iBU/IeHa 3ary0a Ha TeJlecHa Maca
HOpaJy MEeP3UCTUPAILA TITIOKO3YPUs).

Bunaru npu nposiBa Ha kauHUYHY nipu3Haiy Ha JIKA, koTkarta TpsiOBa 1a Objie U3cienBaHa 3a
HaJM4YMe Ha KETOHHU Tela (Hamp. KeTOHypHs, KeToHeMus ), koeTo nokas3Ba JJKA. Ako koTkara pa3Bue
JKA, xeToHypHs WIIN K€T03a WM aKO KIMHMYHOTO ChCTOSHUE Ha KOTKATa C€ BIIOIIH WIIH
CTOWHOCTHTE Ha KPbhBHATA TIIOKO3a WK (PPYKTO3aMHUHA C€ BIIOIIAT CJIE]] TbPBOHAYATHOTO
nooOpeHre, ce N3UCKBa IOMBIHUTEHA JUarHOCTHKA I alnTepHaTHBHA Tepanus. [IpemopruBa ce
OIIEHKA Ha XeMaTOJIOTUATA, CEpyMHaTa XUMHS, U3CJIeIBaHe Ha ypUHATa U ChbCTOSTHUETO Ha
XUIpaTaIysl.

ITopagu HaunHa Ha nerictBue, SGLT-2 nHXUOUTOPUTE MOTAT J1a IPEIU3BUKAT ITOBUIIIABAHE HA
cepymuus kpeatunus, BUN, ¢ochop u HaTpuii B paMKUTE Ha HIKOJIKO CEIMHUITM OT HAYaJIOTO Ha
TepanuaiTa, MOCJICBAHO OT CTadMIM3upaHe Ha cToiHocTUTE. [IpenopbuBa ce pyTHHHA OIICHKA Ha
O0BpOpeuHaTa QPyHKITHS, TeIECHATA Maca M ChbCTOSTHUETO Ha XHUApaTAITUs IPH MAIUEHTH ¢ ObOpedHo
3a0onsBane. Kotku ¢ IRIS craguii 1 u ctanuii 2 Ha 0B0pedHo 3a00J11BaHe ca OWIIM BKIIIOYCHH B
OCHOBHU KJIMHUYHH WU3CIICIBaHUSI.

Jlonvinumennu npeonaznu mepku 3a de3onacna ynompeoa:
Jla ce n30sTBa KOHTAKT C OUYMTE HA KOTKATa.

BesomacHocTTa MM epUKACHOCTTA Ha BETEPUHAPHUS JICKAPCTBEH MPOAYKT HE € JOKa3aHa MPH KOTKU
Ha BB3pacT noj | ronuHa.

WNubexiys Ha TUKOYHHUTE ITBTUIA MOXKE J1a BB3HUKHE ITOPaIH TIIIOKO3ypHs, IPHYMHEHA OT 3aXapeH
nuabet win ot edekra Ha velagliflozin.



B ciyuaii, 4ye cBbp3aHUTE € JICYCHHETO HEOIArONPHUATHYI PEaKIUK IPOAbIDKAaBaT (HaIp. Tuapusi),
velagliflozin tps6Ba na ce npeycraHoBH 1 a ce OOMUCIIH AJITEPHATHBHO JieueHHe Ha 3/

IIpu KOTKHTE MOXE J1a Ce HAIOXKH BPEMEHHO MPEKbCBAHE HA TEPaIusATa P KIMHUYHU CUTYAIHH 3a
KOWTO € U3BECTHO, Y€ TpeapasnoiaraT KbM KeToanua03a (Hamp. aHopekcus (JIUmca Ha areTHT) Mopaju
ocTpo 3a00JsIBaHe WK IIIayBaHe MIPH OTIEPaLIHs).

CrielmanHy IpeIna3Hu MEPKH 3a JIMIATa, IPHUJIaraiii BeTepHHAPHIS JeKapCTBEH NPOAYKT Ha
’KHBOTHUTE:

Ha ce cbxpaHsaBa HaITbJIHEHATA CIIPUHIIOBKA Aajiey OT MOTJeia U Ha HEAOCTHITHY 3a Jella MecTa.

To3u BeTepuHapeH JeKapCTBEH MPOAYKT MOXKeE J1a TIPEAU3BUKA JIEKO Ipa3HEeHe Ha OYHUTE.

Ja ce u30srBa KOHTAKT ¢ ounte. [Ipu coyyaitHO omajHe B OUUTe, HE3a0aBHO U3MUITE OUUTE OOMITHO
C BOJA.

Crnen ynorpeba phlieTe TpsOBa 1a C€ U3MHSIT.

Cnyuaitnoro norssinatne Ha velagliflozin moxxe na npuanan ObP30MPEXOIHHE PEAKIIUH, KATO
NOBHIIICHA ObOPEYHA SKCKPEIINs Ha TIF0K03a, YBEJIHUYCH 00eM yprHA 1 OTCHIMAIHO HaMallsiBaHe Ha
KOHIICHTpAIIMATA Ha KpbBHATA IJIIOK03a. B cityyaii Ha 1mosiBa Ha HAKaKBa HEOJIAronpHsATHA PEaKIHs,
Harp. clie]l CIy4aifHO MOTJIBIIaHe W Ce MOSBYU Jpa3HEeHe Ha OYUTe, He3a0aBHO Ja ce OThPCH
MEIHUIIMHCKU ChBET, KATO Ha JIeKaps ce MPe0CTaBH JIUCTOBKATA HJIM €TUKETA Ha MPOIYKTA.

CrenyanHy npeAna3sHyd MEpKH 3a 3aliuTa Ha OKOJIHATa cpesia:
He e npunoxumo.

3.6 Heb6JaronpusiTHU peakuuu

KoTtkn:

MHoro yectn Jlnapuist WM PEIKA U3MPaKHEHHS

(noBeue ot 1 Ha 10 TpeTupany KUBOTHK): | [1OJUAMIICHS UK TIOJTMYPUS®

3ary6a Ha Tero’

Jexunparanus®

IMoBpbiane®
Yectn JnaGeTHa ketoamuaosa (JJKA)®
(1 mo 10 ma 100 TpeTupaHu >KHBOTHH): JlnaGeTHa KETOHYpHs®

Wudexius Ha nukounure mpruma (TTIT)

Xunepcanisauus’

Xunepkanemus®

Juapusita Wiy peKuTe U3MpaKHEHU OOMKHOBEHO ca npexoHH. [1orbpikalloTo JeueHne Moxe 1a
MIOMOT'HE 32 OTCTPaHsIBSHE Ha CTOMANIHO-YPEBHUTE NPU3HALM. B ciyyaii, 4e cBbp3aHaTa c JeYEeHUETOo
JHapyst IPOABIDKaBa, JISYEHHETO TPSAOBa J1a ce IIPEeyCTaHOBH U 1a ce OOMHCIIH AJITePaTHBHO JICYEHHE.
Bux cpmo Touka 3.3 u 3.5.

[Nonuuuricyus iy MOIMypHs MOXKE 1a Ce MOSBH KaTO 4acT OT OCHOBHOTO 3a00JIsIBaHe MIIN Jja C€ YCHIIN
mopaay OCMOTHYHOTO AeiicTBue Ha velagliflozin.

3ary0a Ha TerJI0 MOKe Ja ce TIOSIBH KaTo 9acT OT OCHOBHOTO 3abossBaHe. [IbpBoHavaiHa 3aryba Ha
TETJI0 MOXe J]a HaCTHITH MOy TIIIOKO3ypHIHOTO feiicTBue Ha velagliflozin. Ako 3arybara Ha Terio
NPOJBIDKH, TPsIOBa J1a ce HanpaBu ckpuHUHT 3a JIKA. Brx cbio touka 3.3 n 3.5.

[Ipu cunna nexunpartanus TpsiOBa aa ce HarpaBu ckpuHuHT 3a KA. TIpu HeoOxonumocT TpsiOBa na ce
TIPUIIOKH TToxo sma (oryuHa Tepanus. Buok cbino touka 3.3 u 3.5.



[ToBpblaHeTo OOMKHOBEHO € CIIOPAaJUYHO M OTIIYMsiBa 0e3 cneunduyna repanus. OcTpoTo U 1Mo-4ecTo
MOBPBIAHEe MOXKE CHILO Jia € MpU3HaK Ha kinHnYHA JIKA wiu qpyru TeKu O0JICCTHU ChCTOSIHUS H
TpssOBa CHOTBETHO Jia ce n3ciieiBa. Buxk cbio Touka 3.3 n 3.5.

B ciyuaii Ha IKA wiu quabeTHa KETOHYPHSL: CIIPETe JICUCHUETO U 3alI0YHETE HHCYJINHOBA Tepanus. Buxk
chiuo Touka 3.3 u 3.5.

Xurnepcanupanys 0OMKHOBEHO C€ TOSIBSIBA TP [IBPBOHAYAIHOTO MpHUJIarane, He3aOHO cliel| [03UPaHEeTOo
1 He € HeoOxoauma crienuduaHa Tepanusl.

Xunepkasiemusta OOMKHOBEHO € JieKa, KaTO HUBAaTa Ha KaJIKs OCTaBaT OJU3KHU 0 peepeHTHUTE
CTOMHOCTH M HE € HeOOX0IMMa CTIeITU(pUIHA TEPAITHS.

CroOmiaBaHeTo Ha HEOIATONPUATHI PEaKINH € BaKHO. ToBa MO3BOJIsIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30MmacHOCTTa Ha BETEPHHAPHHUS JICKapCTBEH NPoayKT. ChoOImeHusITa TpsiOBa aa ce u3mpaniar, 3a
MpeANnoYUTaHe Ype3 BETEPUHAPECH JIeKap, UK Ha MPUTEKATENS Ha Pa3pEIICHUETO 32 ThProBUS WIN Ha
MECTHUS My OpPECTAaBUTEN, UIU Ha HALIMOHATHUS KOMIIETEHTEH OpPraH 4pe3 HallMOHATHATa CUCTEMa 3a
choOIIaBane. 3a ChOTBETHUTE TaHHU 32 BPBh3Ka BIKTE CHINO IMOCIEHATa TOYKA OT JINCTOBKATA.

3.7 Ynorpeda no BpeMe Ha OPeMEHHOCT, JIAKTALUS WU siilleHOCeHe

besomacHocTTa Ha BeTepUHAPHUS JIEKAPCTBEH MPOAYKT HE € JI0Ka3aHa MPH KUBOTHHU 3a PA3ILION U 110
BpeMe Ha OpEeMEHHOCT M JiakTarus. [Ipunara ce camo cieJ| mpereHKa 1moJi3a/puck 0T OTTOBOPHHS
BETCPUHAPEH JICKap.

3.8 BsamMmopneiicTBHE ¢ IPYTrd BeTEPHHAPHHU JIEKAPCTBEHN MPOAYKTH U APYTrH (DOPMH HA
B3auUMoOJeHcTBHE

B3aumoieiicTBySI JIEKapCTBO-IEKapPCTBO HE ca MPOYYBaHH iN VIVO.

CBHBMECTHOTO M3IOI3BAHE C AUYPETULN HE € poyuBaHo. [lopanu ¢papMakogrnHaMuvHUs e)eKT Ha
Senvelgo, xoliTo MoXke Ja TIpeAN3BHKA JIeKa OCMOTHYHA JUYPE3a, CbBMECTHOTO U3IOI3BaHe Ha TO3M
MPOAYKT C TUYPETHUIM MOKE J]a UMa TIOTEHIIMAJICH CUHEPTUYEH e(eKT.

CHBMECTHOTO H3I0JI3BaHe Ha Senvelgo ¢ HHCYIHH WK APYTH JICUCHHUS 3a IOHIKaBaHe Ha KpbBHATA
[IIF0K03a, HE € poy4BaHo (BK T1.3.4).

3.9 HauywuH Ha IPUJIOKEHHE U T03UPOBKA
[epopanna ynotpeba.

[Ipenopbuanara f03a e 1 mg/kg TenecHa Maca, mpujiaraia BEIHBX THEBHO.

3a KOTKH, JIEKYBaHH MPEAN TOBA ¢ MHCYJIMH/IPYT aHTHIMA0CTEH JIGKAPCTBEH MPOIAYKT, CXeMaTa Ha
Jo3upaHe e chinara. [Ipu npeMuHaBaHe OT WHCYJIUH, TIPOIYCHETE BEUSPHATA J103a MHCYJIHH, OT JICHS
Mpeu 3aroyBaHe Ha jieueHuneto ¢ velagliflozin.

Pa3TtBOpBT TpsiOBa 1a ce M3TErM ¢ IOMOIITA Ha A03UpallaTa CIPUHIIOBKA, IPEJOCTABeHA B
onakoBKkaTa. COpUHIIOBKAaTa Ce MOCTaBsl BbPXY OyTHIIKaTa M MMa CKaJla 3a U3MEpBaHe Ha TeJeCHaTa
Mmaca B kg. BetepuHapHHAT NeKapCTBEH NPOYKT MOXKE Jia Ce MpHJiiara JTUPEKTHO B yCTaTa WITH C
MAaJIKO KOJIMYECTBO XpaHa.

BerepuHapHUAT IeKapcTBEH MPOAYKT TPsAOBa J1a ce Mpuiiara MpuOIM3UTETHO MO €HO U ChILO BpeMe
BCEKH JICH.

AKo ce TporycHe J103a, TsI TpsA0Ba Ja ce 1ae Bb3MOXXHO Haii-CKOPO B CHIUIHS ACH.

Cren npunarase, 3aTBOpETE IUTbTHO OyTHJIKATa C Karavkara.

CrpuHIIOBKaTa MOXE J1a Ce MOYHCTH C YHCTa, CyXa KbpIa.

CrpuHIIOBKaTa ¢ CHabJIeHa ChC CKaja 3a u3MepBane Ha KQ TenecHa maca, ¢ yBennyaBane ot 0,5 kg.



3.10 CumnroMu Ha mpeo3upaHe (M KOraTo € NPUJI0:KUMO — NMPOLETYPH HA JielicTBHE MPH
CTIEIIHH CYy4Yau ¥ AaHTHIO0TH)

[Tpu 90-gHEBHO TIPOYYBaHE 3a MOHOCUMOCT, OLIEHSIBAIIIO MHOTOKpaTHU A03u oT 1, 3 u 5 mg/kg
velagliflozin, ¢ HaOI0JaBAaHO 10303aBUCUMO Pa3MEKBaHE HA W3MPAKHEHHUATA.

[Ipu 9-meceynn Bb3pacTHN KOTKH P MHOTOKPATHO MPEJO3UPaHe C 0 5 MbTH M0-BUCOKA OT Hal-
BHCOKaTa npenoppyana go3a ot 1 mg velagliflozin/kg tenecna maca, B npoabiokenne Ha 180 mgHu e
Ha0JII01aBaHO HaMaJIEHO HajgaBaHe Ha Teruio. [lopany ToBa, HaIaBaHETO HA TETJI0 MIPU PaCTAIIN
KOTKHM MOe J1a ObJie HaMaJIeHO, aKo ce Ha0JII0JaBa MOCIe0BAaTETHO IPeI03UPaHe 3a JBJIBI IEPHUOA
OT BpeMe. YCBOSIBAHETO Ha BOJA € yBeJIM4UeHO Ipu JieueHue ¢ velagliflozin.

B®B BcHuku rpynu Ha JieueHHe € HaOJI0AaBaHO NPEXOIHO MOBUIABAHE HA CPETHUTE CTOMHOCTH Ha
TPUIIIMLIEPUANTE U CPETHUTE CTOMHOCTH Ha XoJiecTepoia. [ [BeTe CTOMHOCTH OcTaBaT B paMKHTE Ha
CHOTBETHUS peepeHTeH JUaNa30H Ha HCTOPUICCKUTE KOHTPOIH MPH 37]paBH KUBOTHH U Ca C
HE3HAYNUTEIHO KIIMHAYHO 3HA4YCHHUE.

3.11 CneuuanaHu orpaHnvyeHus 3a ynorpeda v crienuaJHH YCJI0BUS 32 yNOTPeda, BKIIOYHTETHO
OrpaHNYeHMs 32 ynoTped6aTa HA AaHTUMHMKPOOHHM ¥ MPOTHBONAPA3ZNTHU BeTePUHAPHH
JIeKapCTBeH! MPOAYKTH, € 1ieJ1 1A ce OrPAHMYM PUCKBT OT Pa3BUTHeE HA Pe3UCTEHTHOCT

He e npunoxxumo.
3.12 KapeHTHHU CpOKOBe

He e npunoxxumo.

4, DAPMAKOJIOI'NYHA HH®OPMAIUSA

4.1 BerepuHapeH jJeKkapcTBeH anaToMo-TepaneBTu4eH ko1 (ATCvet Code):
QA10BK90

42 dapmakoaUHAMHKA

Velagliflozin e BUCOKOCENCKTHBCH HHXHOUTOP HA HATPUEBO-TIIIOKO3HUS KOo-TpaHcnoprep 2 (SGLT-2),
KOWTO € eKcIpecupan mpeaumMuo B 6b0perute. Velagliflozin uma cpio Taka He3HaYNTENIEH
naxubupani epext Brpxy SGLT-1, kolTo ce ekcnpecupa NpeJUMHO B THHKHTE Y€PBa, HO CHIIIO TaKa
ce eKCIIpecupa Ha Mo-HUCKO HUBO B 0b0peruTe. SGLT-2 € OCHOBHUAT TpaHCTIOPTEDP 32
peabcopOrusiTa Ha TITFOK03a OT YpPHHATA, KaTo 0kojo 90% ot ¢puntpupaHara rirokosa ce peabcopomnpa
ot SGLT-2, a 10% ce peabcopbupart upe3z SGLT-1. Maxubunus vHa SGLT-2 Bou 10 eTMMUHUpaHE Ha
[JIFOKO3aTa B ypUHATA, B PE3yJITaT Ha KOSTO CE HaMaJIsiBa MOBUIIIABAHETO Ha HUBATA HA TJIIOK03a B
KpBBTa MPU KOTKH, CTPAAAIH OT nuabet. HamansBaHe Ha XUMEPTINKEMHUAITa OONKHOBEHO Ce
Ha0JII0/1aBa B paMKHTE Ha 7 JTHU CIie/l HAYaJOTO Ha JIeueHreTo. HUCKOTO HUBO Ha TITFOKO03a I
MPOABIDKH Ja ce pe3opOupa, upe3 HembiaHo nHxuoupane Ha SGLT-1, koeTo HamansBa prcKa OT
KIMHWYHA XUIIOTIMKeMuUs. ToBa He3HAUYNTETHO HHXUOmparo neticteue Bepxy SGLT-1, moxe ga
JIOTIpUHECE U 33 JI0303aBUCHMO Pa3MEKBaHE Ha U3MPAKHEHUATA M PEIKU H3NPAKHEHUS/ THAPHS,
I'bJDKaIM ce Ha ekcnpecusara Ha SGLT-1 B TbHKUTE YepBa.

B EBporielicko KIMHAYHO MTOJIEBO M3CIie/iBaHe, Oe3onacHocTTa U epukacHocTTa Ha 1 mg/kg, BeHBXK
JTHEBHO niepopaneH velagliflozin mpu nuaGeTnyHM KOTKH € OlleHeHa U CpaBHEHA C J[BA ITbTH JHEBHO,
BETEPHHAPHO JIMIICH3UPAHO JICYCHUE ChC CBUHCKY MHCYJIMH (MHIUBUAYAITHO aJlaliTHPaHe Ha 103aTa), B
npoabDKeHue Ha 91 aam.

OreHkaTa Ha e()UKaCHOCTTA € U3BBPIICHA Clica 45 IHM JICUSHUE U CITydas ce MpUeMa 3a yCIeIIeH, ako
YKUBOTHOTO € TTOKa3aJI0 €JHOBPEMEHHO ITOI00pEHIE Ha TMIOHE €IWH KIIMHUYCH MTPU3HAK, CBhP3aH C
nuabera (Harp. IpueM Ha Bojia, 00eM M 4ecTOTa Ha ypUHHUpaHe, TuadeTHa MOJTMHEBPOIIATHS U alleTHT)



1 TIOTI0OpEHHE Ha TIOHE €IMH TIIUKEMIYEH JTabopaTopeH mapaMeThp (CperHa KphBHA TIF0KO03a Ha
KpHBaTa Ha KpbBHATa Troko3a <250 mg/dl, muH. kpbBHa Tir0K03a <160 mg/dl u cepymen
¢dpykrozamu <450 pmol/l). bsxa BKkIIOYeHH HETPETHPAHU, KAKTO M MIPESABAPUTEIHO TPETUPAHH C
MHCYNIUH nuabeTHr KOTKU. [IpoyuBanero notBbpan, ue velagliflozinbT He OTCThIIBa HA CBUHCKHUS
JeHTe MHCYIHH. [IpoLeHThT Ha ycrex Ha JIe4eHHeTO Ha 45-Hs IeH IIPU KOTKH, JICKYBaH! BEJHBX
nHeBHO ¢ velagliflozin e 53,7%, mokaTo nMpy WHXXEKTUPAHETO HA CBUHCKY JICHTE HHCYJIVH, J1BA ITBTH
JHEeBHO ToH € 41,9%.

[MomobOpenue Ha TIIMKEMUYHHUTE JIAOOPATOPHHU TTApaMeTpH ce HaOJIro/[aBa MpH MO-ToJIsIMa YacT OT
KOTKHTE JiekyBaHU ¢ velagliflozin, B cpaBHeHHE ¢ KOTKHTE, JICKYBaHH C MHCYIHH Ha 7-us jieH (80%
rpymna c Velagliflozin, 42% rpyna ¢ HHCYJMH) ¥ IOCJIEABAILO BCSAKA Cle/Ballla BpeMeBa TOUKa Ha
NPOYYBaHETO.

B xnmmanyHO noneso uscnensane B CAlLl, 6e3omacHocTTa U epruikacHocTTa Ha velagliflozin B go3a 1
mg/kg/neH e oreHeHa mpyu HOBOAMATHOCTUIIUPAHU KOTKH C AWA0ET, KAKTO U IPH OrpaHrueH Opoi
KOTKH, JIEKYBaHH MPEIU TOBA C MHCYJIMH. MOAETBT Ha MPOYYBAHETO M3M0I3Ba 0a30B KOHTPOJI C
BCUYKH BKJIFOUYEHH KOTKH rony4asanu velagliflozin. B ToBa m3cnenBane, 88,4% OT KOTKUTE JIEKyBaHU
¢ velagliflozin 1 BkITtoYeHH B aHANN3a 32 e()UKACHOCT, OTTOBAPST HA M3UCKBAHETO 3a yCIIeX Ha
JeueHueTo Ha 30-us neH.

ChcTaBHaTa MPOMEHIINBA ,,yCIIEX Ha JICYCHUETO  C€ ChCTOM B MOI00OPSHHE HA IMOHE €IUH KIIMHUYCH
NPU3HAK, CBbP3aH ChC 3aXapHus quadeT (Monuypusi, MOJUIUICHS, HEPeHAMEepEeHa 3ary0a Ha Tero,
nonudarus win 1uabeTHa HEBPOATHS) M MOJOOPEHIE Ha MOHE €/THA TTUKEMUYHA IPOMEHIINBA, B
CpaBHEHHE ChC CKPUHHHT BU3nTaTa (MM CpeHaTa CTOWHOCT Ha KpUBaTa Ha KPhBHATA TITFOK03a, KOSTO
chIno TpsaoBa qa 0vae < 300 mg/dl unm cepyMHUAT PpyKTO3aMHH, KOMTO CHIO TpsAOBa na 6b1e < 450
umol/L).

4.3 @dapMaKoOKHHETHKA

AGcopbums:
Cren nmepopanno npwioxenune Ha 1 mg/kg velagliflozin mpu koTku Ha ragHo, KPUBUTE TIa3MeHa

KOHIICHTpAIHS-BPEME CE XapaKTEepPU3UpaT ¢ Obp3a pe3opOIHsl, KATO MAKCUMATHUTE TIa3MEHH
koHneHTparmu (Cmax) ce gocturar cien 0,6 710 1 gac (Tmax). CpennaTta Cmax Bapupa ot 1,293 mo 2,161
ng/ml, a cpenHaTa IO Mo KpuBaTta B pamkute Ha 24 yaca (AUCo.24n) Bapupa ot 6,944 o 11,035
h*ng/ml.

Crnen nmepopaiao npuinoxxkenne Ha velagliflozin mpu XxpaneHu KOTKH, KPUBUTE TIa3MeHA
KOHIICHTPAIMA-BPEME CE XapaKTEePHU3UpaT ¢ JIeKo 3a0aBeHa pe3opOrust, KaTo Cmax ce JocTrra cuen 1
10 3,67 uaca (Tmax). Cpennata croitHOCT Ha Cmax Bapupa oT 316 1o 846 ng/ml, a cpeaHuTE MIIOMIM O]
kpuBaTa B paMkuTe Ha 24 gaca (AUCo.24n) Bapupar ot 2,786 1o 7,142 h*ng/ml.

B 0000111eHue, BBITPEKH Ye MPU KOTKUTE Ha TIIaTHO Ce HAa0JF01aBa MO-BUCOKA Cax M MO-KpaTKa Tmax,
K0eTo Boau 10 no-Bucoka ekcrno3urys (AUCo24n) B CpaBHEHHE C KOTKUTE B CbCTOSHUE HA XPAHEHE,
TOBAa HE ce TpUeMa 3a KIMHHYHO 3HAYMMO.

Crielr MHOTOKPATHO JHEBHO IepopajiHo npuioxkenue Ha 1, 3 u 5 mg/kg velagliflozin Ha KOoTkH B
MIPOIBIDKCHHE Ha MIECT Mecella, ce Ha0JIF0/1aBa JIEKO MTOBUIIAaBAaHE HA EKCIO3UIMTA (Iuana3oH: 1,3 1o
1,9 mpTH). OCBeH TOBA, 32 BCHYKW HUBA Ha J[03aTa € HaOJIogaBaHa TCHICHIINS 3a 0-MaJIKO OT
MIPOIIOPIIMOHATHOTO Ha mo3ara yBenmueHrne Ha eKcrmo3uiusaTa (AUC) u Cax.

He ce HaOnronaBa ChIECTBEHA Pa3jiKa B EKCIIO3UIUATA MEKTY MBXKKUTE U KCHCKUTE KOTKH.
Velagliflozin moka3sa abcomoTHa OHOHATHMYHOCT OT 96% MpH KOTKH Ha TJIAJHO, CIIE IEPOPATHO
NPUIIOKEHUE.

Pasnpenenchue:

ITpoyusase in Vitro, u3mos3Baiio KOTelKa rmia3ma, rmokassa BUCOKO (93%) CBbp3BaHe C IIa3MEHUTE
MIPOTEHHH.

IIpoyuBase in Vitro ¢ u3mosi3BaHe Ha KOTEIIKA I[5U1a KPBB MOKA3Ba, Ye pasnpe/IeICHUETO Ha
velagliflozin B uepBeHHUTE KPBBHH KIETKU € yMepeHO. ChOTHOIIEHUETO MKy KOHIICHTPAIIUATA B
KPbBHHTE KJICTKU U KOHIIeHTpanusTa B iazmara (Cpo/Cp) ¢ 0,84. dapMakoKHHETHKATA CITE]T




WHTPABEHO3HO MPUIIOKEHUE TP KOTKY IMOKa3Ba obeM Ha pasmnpeaeneHue (Vss), mogo0eH Ha TO3H Ha
o0I1aTa TeJiecHa BoJa, KOSTO IoKa3Ba pasnpeaeicHue Ha velagliflozin B Thkanute.

MeTabonu3bMm:
OcHOBHHTE METAOOJIMTHU ITHTHINA, HAOTFOIaBaHH MIPU KOTKUTE CIIE]] IEPOPAITHO PUIIOKEHHE Ha
velagliflozin ca okucieHrue, KOMOUHALIMS OT OKUCIICHUE M JISXUAPOTCHUPaHe U cyJipaTHa KOHIOTAIIHS.

Enumunupasne:
Cren mepopajiHo mpuioKeHne (HaxpaHBaHe/Ha TJIaIHO), cpeaHusT noaykuBot (T12) Bapupa ot 4,5 10

6,4 yaca.
Crnen nmepopaiiHo npuioxkeHune Ha KoTkH, velagliflozin ce ekckpeTupa npeAnMHO B HEITPOMEHEH BHT C
(dexanmuute. Hanuie e camo He3HaunTelHa ObOpedyHa exckpeust (mpuoam3uTenHo 4%).

5. DAPMAINIEBTUYHU JAHHAN

5.1 OcHOBHH HECHBMECTHMOCTH

[Ipu nunca Ha TaHHU 32 CbBMECTUMOCT TO3U BETEPUHAPEH JIEKapCTBEH MPOIYKT HE TpA0Ba 1a 0b/e
CMECBaH C JAPyTH BETEpPUHAPHU JIEKAPCTBEHH MPOLYKTH.

5.2  Cpok Ha rogHOCT

Cpok Ha rOZHOCT Ha KpaiHUs BeTepUHApPEH JICKApCTBEH NPOAYKT: 3 TOAUHHU.
Cpok Ha TOJHOCT ciie/l MbPBOTO OTBAPSTHE HAa MbPBUYHATA ONaKOBKa: 6 Mecela.

5.3 CneuuajHu ycja0BUsI 32 CbXpaHEHHe
To3u BETCPUHAPCH JICKAPCTBCH IMPOAYKT HEC M3MCKBA HUKAKBU CIICIIUATIHU YCJIOBHA HAa CbXPAaHCHUEC.
5.4 Buau cbcTaB HA MBPBHYHATA ONMAKOBKA

[Mpo3pauna OyTuika oT noiuetuiieH ¢ Bucoka mrbtHocT (HDPE), chabpkamia 30 ml mepopanen
pa3TBOp, C MOyIpo3payeH, moaueTnieH ¢ Hucka mibTHOCT (LDPE) agantep u 3ammreHa ot nemna
3aIyliaKa.

IIpo3pauna OyTuika ot monuetwieH ¢ Bucoka mrsTHOCT (HDPE), chappikamma 12 ml mepopanen
pa3TBOp, C MOyIpo3payeH, moaueTnieH ¢ Hucka mrbTHOCT (LDPE) agantep u 3ammreHa ot nena
3aIlylIaKa.

Josuparia cripuniioBka ot 0,6 ml, cherosima ce ot 651710 OyTaio, che ckana 3a kg/tenecHa maca
(rpagyupana ua 0,5 kg) ¢ mosynpo3spavHa 11eB.

Bcesika xapToHeHa KyTHs ChABPKA €1Ha OYTHIIKA U €/THA JI03MpaIla CIIPUHIIOBKA.
5.5 Chnenmuajanu MepKH 3a YHUIIOKABAHE HA HEM3MOJ3BAHU MPOAYKTH WJIH OCTATBIA OT TAX

BerepunapuuTe nexapcTBEHH MPOTYKTH HE TPAOBa 1a ObIaT U3XBBPISTHI Upe3 OTIIaTHU BOIU HITH
OMTOBU OTHAIBIIN.

W3nomn3BaiiTe mporpaMu 3a BpbIlaHe IPH YHAIOKABAHETO HA HEW3ITOJI3BAHN BETEPUHAPHU
JIEKapCTBEHU MPOAYKTH M OCTATHIH OT TSIX B CHOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO
3aKOHOATEICTBO U C BCUYKH HAIIMOHATTHU CUCTEMH 33 ChOUpaHe, MPUIOKUMH 32 ChOTBETHUS
BETEPUHAPEH JICKAPCTBEH MPOIYKT.



6. HUME HA ITIPUTEXATEJISI HA PABPEIIEHUETO 3A ThPI'OBUS

Boehringer Ingelheim Vetmedica GmbH

7. HOMEP(A) HA PASPEHIEHUETO 3A ThPI'OBUs

EU/2/23/305/001-002

8. JATA HA ITbPBOTO U3JABAHE HA PASPEIIIEHUETO 3A ThPI'OBUS
20/11/2023

9. JATA HA TIOCJIEAHATA PEJAKIIUSA HA KPATKATA XAPAKTEPUCTUKA HA
NNPOAYKTA

10. KJIACH®UKAIIMSA HA BETEPUHAPHUTE JJEKAPCTBEHHU TPOAYKTHU
[a ce oTmycka caMo 10 JIEKapcKo MpeIIUCaHHE.

IMonpoOHa nH(popMaIUs 3a TO3M BETSPUHAPEH JICKAPCTBEH MPOYKT MOXKE J1a HaMepuTe B 0a3ara JaHHU
na Crro3a otHocHo npoaykrute (https://medicines.health.europa.eu/veterinary).
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INPUJIIOKEHHUE |1

APYTU YCJOBUA U UBUCKBAHUA KbM PASPELHIEHUETO 3A ThPI'OBUS
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JAPYI'U YCJIIOBUSA U U3BNCKBAHUS KbM PASPELIEHUETO 3A ThbPI'OBUSA
CHEHNU®UYHU U3NCKBAHUSA OTHOCHO ®APMAKOJOTUYHATA BJIUTEJIHOCT:
[IpurexxaTensat Ha pa3pemIeHneTo 3a ThProBus TpsOBa Ja 3anmucBa B 6a3aTa JaHHHA Ha
(bapMakonoruyHaTa OJUTEIHOCT, BCHYKH PE3YJITATH U PE3YIITATUTE OT Mpolieca Ha yIpaBlieHHE Ha

CUTHAJINUTE, BKIIFOUUTEITHO OTHOCHO ChOTHOIICHUETO MOJI3a-PUCK, ChIJIACHO CJIeIHATa YeCTOTa!
Ha Bceku 6 Mecena mpe3 IbpBUTE 2 TOAMHH CJIE]] OTOpHU3AITUATA.
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NNPAJIOXKEHHUE |11

ETUKET U JINCTOBKA
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A.ETUKETH
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NHOOPMAIUSA, KOATO CE U3IIMCBA BbPXY BBbHIITHATA OITAKOBKA

Kapronena kyTus

1. HAMMEHOBAHMWE HA BETEPUHAPHUS JIEKAPCTBEH ITPOAYKT

Senvelgo 15 mg/ml mepopaien pa3TBOp 3a KOTKH

2. KOJIMYECTBO HA AKTUBHUTE BEIIECTBA

Bcexu ml cpabpika:
Velagliflozin: 15 mg (exBuBanent Ha velagliflozin L-proline H2O: 20,1 mg)

3. PASMEP HA OITAKOBKATA

12 ml
30 ml
1 cipuHIIOBKA

4. BUJIOBE )KUBOTHMU, 3A KOUTO E INIPETHA3ZHAYEH BJIII

Kotkn

‘ 5. TEPAIIEBTUYHHU ITIOKA3AHUSA

‘ 6. HAYUHU HA ITPUJIIOKEHUE

ITepopanna ynorpeoa.

‘ 7. KAPEHTHUM CPOKOBE

| 8. CPOK HA TOJHOCT

Exp. {mMm/rrrr}

‘ 9. CIHIEHUAJIHM YCJIIOBUA 3A CbXPAHEHUE

‘ 10. HAANUCHT ,,IPEJN YIIOTPEBA TIPOYETETE JIUCTOBKATA*

[Ipenu ynoTpeba npoyerere JINCTOBKATA.
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‘ 11. HAANUCDHT ,,CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA“

Camo 3a BeTeprHApHOMEIUITMHCKA YIIOTpeoa.

12. HAINHUCDHT ,,JA CE CbXPAHSABA JAJIEY OT NIOI'VIEJA U HA HEJOCTBITHU
3A JEIIA MECTA*

I[a CC ChbXpaHsBa Aajicd OT 1orjicaa U Ha HCAOCTHIIHU 3a 1€1a MCCTaA.

‘ 13. HME HA TIPUTEXKXATEJISA HA PASPEIIEHUE 3A THhPTOBUS

Boehringer Ingelheim Vetmedica GmbH

14, HOMEPA HA PASPEHIEHUETO 3A ThPI'OBUA HA BJIII

EU/2/23/305/001
EU/2/23/305/002

‘ 15. HAPTHUJIEH HOMEP

Lot {nomep}
info.senvelgo.com/eu

EER
Q-l
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MUHUMYM HHO®OPMAIUSA, KOSATO TPABBA JA BBJIE U3IIMCAHA BbPXY MAJIKHA
OITAKOBKMH BJIII, KOUTO CBbABPXKXAT EJUHUYHA JTO3A

Byrnaxa/HDPE

‘ 1. HAUMEHOBAHUE HA BETEPUHAPHUSA JTEKAPCTBEH ITIPOAYKT

Senvelgo

‘ 2. KOJNMYECTBO HA AKTUBHUTE BEIIECTBA

Velagliflozin: 15 mg/ml (ekBuBanent na velagliflozin L-proline H,O: 20,1 mg/ml)

‘ 3. NAPTUJIEH HOMEP

Lot {Homep}

| 4. CPOK HA TOJIHOCT

Exp. {mm/rrrT}
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B. JUCTOBKA
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JIUCTOBKA
1. HaumeHoBaHue HA BeTepUHAPHUS JeKAPCTBEH NPOIYKT

Senvelgo 15 mg/ml mepopaien pa3TBop 3a KOTKH

2. ConcraB
Beeku ml chabpika:

AKTHBHO BeILleCTBO:
Velagliflozin 15 mg
exBuBajieHT Ha velagliflozin L-proline H2O 20,1 mg

bucTbp, 6e31BeTEH OT CBETIIO JKBJIT JIO CBETIIO KadsiB pa3TBOP

3. Bujose :KUBOTHH, 32 KOUTO e npeanasnadyen BJIII

Kotku

4.  Tloka3aHus 3a ynorpeda

3a HaMallIBaHe Ha XUIICPIrIIMKEMHUATA ITPU KOTKH C HC-MHCYJIWH-3aBUCUM 3aXapCH 1114a6eT.

5. TIporuBomoka3zaHusi

Jla He ce U3MO3Ba MPU KOTKU C KITMHWYHU TPU3HAIK Ha JuabeTHa keroanumosa (JIKA) wiu
nmabopaTOpHHU TTOKa3aTeu, ChoTBeTcBan M Ha JIKA.
Jla He ce M3MO0JI3Ba MPU KOTKHU C TEXKKA XUAPATAIUs, H3UCKBAIla HHTPABEHO3HO BIIMBAaHE HA TCYHOCTH.

6. CrneunuajaHu npenynpexaeHust

IIpu neuenne c velagliflozin Moxe na ce HabMIOJaBa CIIOPATUIHO ACUMIITOMATHYHA XUATTOTIIUKEMUS,
Oa3upaHa Ha eAUHUYHU M3MEPBaHUs HAa KpPbBHATA IIIIOKO3A.

BesomacHoctTa 1 ehrkacHOCTTa OT CHBMECTHOTO H3non3BaHe Ha velagliflozin nmpu koTku ¢ MHCYIHH
WM JPYTH JICUCHYS 32 MOHIKaBaHe Ha KPhBHATA TIIFOKO3a HE € MIPOYYBaHa.

ITopaau HaunHa Ha IEWCTBUE HA HHCYJIMHA, ChIIECTBYBA MTOBUIIICH PUCK OT XMITOTJIUKEMHUS, TOPATH

KOETO ChBMECTHOTO JICUCHUE HE CE IPEophyBa.

ITopaau HaumHa Ha IeHcTBHE, C€ OYaKBa KOTKUTE JieKyBaHu ¢ SGLT-2 nHXuOUTOPH 12 MPOSIBAT
rroko3ypust. [lopaau ToBa, CTETIEHTa Ha TIIIOKO3YpUs HE € HAJICKCH JUarHOCTHYCH TTOKa3aTen 3a
MpOCeAsBaHE HA TTTMKEMUYHUS KOHTPOJ. Thi KaTo IMIOKO3ypUaATa MOXKE J1a IPOABIDKHU OT 2 10 3 THU
cJes MpeKkpaTsBaHe Ha MIPUEeMa Ha BETEpUHAPHUS JIEKAPCTBEH MPOIYKT, HUBATa HAa KPbBHATA IIIIOK03a
TpsiOBa Jla ce MPOCIIEsIBaT, 3a Jia ¢e ONpeIe/u Kora Tps0Ba fa ce Bb300HOBH JICUCHUETO Ha quaderTa.

Nuabernata pemucust ciex Velagliflozin ue e nscienBana B KIMHUYHU MOJIEBU OIHATH.

INopaau HaunHa Ha nericTeue Ha velagliflozin, Moke 1a ce okaxe TPYJIHO Ja ¢e UIACHTUDUITUPAT
KOTKHUTE, KOUTO Ca B peMHUCHs. AKO pEMHUCHSITA € OYaKBaHa, MOXKE Jla ce OOMHUCIIN IpeKpaTsIBaHe Ha
JICUCHUETO, HO MPOABIDKABAHETO MY C PYTH MEPKH (HaIp. JUETa C HUCKO ChIbPKAHUE HA
BBIJICXUJIPATH, CHOTBETHO PErYJIMPaHE HA TETJIOTO) U BHUMATEIHO MPOCIIC/SIBAHE HA TTTHKEMUIHUS
KOHTPOJI U 3a MPOsIBA OTHOBO HA KJIMHUYHU MPU3HALN. AKO KOTKATa MOJIYYH PEIHINB, TEUSHUETO C
velagliflozin Moxe na 6b1€¢ BE30OHOBEHO.
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CrenuanaHy npeAna3Hu MepKy 3a 6e3onacHa ynoTpeda Ipy BUJOBETE XKUBOTHH, 3a KOUTO €
npeanaszHayed BJIIT:

[Mopaau HaumHa Ha nevictBue Ha SGLT-2 naxuburopure (Takusa karo velagliflozin), anexBatho
SHJIOT€HHO MHCYJIMHOBO IIPOM3BOICTBO € M3MCKBAHE 3a YCIICIIHO JICYCHUE Ha 3aXapeH JHadeT ¢ TO3H
BETEPUHAPEH JICKAPCTBEH NPOIYKT.

Tl KaTO HAMA Ipar 3a eHIO0I'€HHUsI HHCYJIHH, 33 Ja Ce HallpaBH 3aKJII0YEHUE 33 JOCTaThbuHa
HAJIMYHOCT, CIICAHUTE MHCTPYKIMHU Ca BaXKHU 3a UICHTU(HIMPAHE HA KOTKH, ITOIXOISIIH 32
3anoy4BaHe Ha jiedeHneTo (,,[Ipeny HauanoTo Ha JieueHneTo ) M MPOABIKaBaHE Ha JICUCHUETO
(,,[Tpenopbka 3a mbpBOHAYAIHO HaOMIOACHUE (ITBPBUTE JIBE CENMHIN)"), 32 J]a Ce UICHTUPHIIpAT
KOTKHTE, KOWUTO III€ UMAT I0JI3a OT MOHOTEPAIHATA.

Ilpeou nauanomo na neuenuemo:

TpsiOBa na ce M3BBPINU CKPUHHHT 3a nuabeTHa ketoanumo3a (JIKA). Tlopaau ToBa, € HEOOXOIMMO a2
ce HampaBy M3cIIe/IBaHE 3a HAJIMUUE HA KETOHOBH TeJa B ypUHATa WU KPBBTA NIPE/IU yroTpeoa.
Jleuenue He TpsIOBa Aa 3amoyBa WK B30OHOBSBA IPH HAIMYKE Ha KETOHOBHU TeJla B KOHLIEHTPALHs
nmokazatenna 3a JJKA.

KJIMHWYHM IpU3HAIM, KaTO HENPEABUIEHA 3aryba Ha TErjo, AeXUapaTalus, JJeTaprus, aHOPEKCUs
(munca Ha ameTHT), MOBPbBIIaHE, KAXEKCHs, MOTAT Jia OKa3sar, 4e korkata uma JIKA. Kotku ¢
nuadeT, KOMTO TPEIBAPUTEITHO Ca JISKYBAHUTE C HHCYJIMH ca C I0-BHCOK puck oT JIKA u keToHypwusi, B
CpaBHEHHE C HOBOJMArHOCTHIIMPAHH MAI[MEHTH, KoraTo ce 3amoysa ¢ velagliflozin.

Kotkwurte, 3a KOMTO Cc€ CUMTA, Ue ca M3JIOKEHH Ha PUCK OT pa3ButHe Ha JIKA, ce HyXmasaT ot
BHUMATEIIHO HAOJIIOJICHUE U TPsOBa J1a Ce€ OOMMCIIM aNTePHATHBCH IUIaH 3a JICUeHHE. PUCKBT OT
pasButre Ha JIKA 3HaUNTETHO HaMaJIsBa CIIE/ IbPBUTE JBE CEAMUIIM Ha JieueHneTo, Ho JIKA Moxe
Jla HACTBITH 110 BCSKO BpeMe (3a Mpocye/siBaHe BUXKTE MO-10J1y). AKO HA4aJIOTO Ha JICYCHUETO Ce
3a0aBH C MMO-BeY€e OT YETHUPH THU CIIE] THATHOCTHIIMPAHE Ha 3axXapeH quabeT, BETEPUHAPHUS JISKap
TpsiOBa J1a MPEOLIEHH PUCKA OT Pa3BUTHETO Ha KETOAIMI03a.

KoTku cbe chIrbTCBAIIM 3200JIIBAaHUS, KATO MTAHKPEATHT, XCTIATUT, HHPEKIIMO3HH 3a00JIIBaHuS,
cbpreuHH 3a0oisBanue, 0b0peuna HenoctarbyHocT (IRIS cranmit 3 wu 4), Heorutaszus,
XHUIEPTUPOHIU3BM U aKPOMEJIarusi ca OWIIM U3KITFOUCHH OT KIIMHUYHUTE OTUTH.

be3omnacHocTTa M epUKACHOCTTA Ha BETEPUHAPHUS JICKAPCTBEH MPOAYKT NPH JHA0CTHYHU KOTKH C
TE3H CHITBTCBALIM 3a00JISIBAHMS HE € HAITBJIHO MPOYyYCHA.

Ja ce mpuiiara BeTepHHAPHUS JIEKAPCTBEH MPOIYKT HPH KOTKH ChC ChIIBTCBAIH 3200JIIBAHUSI CAMO
Cclie]] MpeleHKa 10J13a/PUCK OT OTTOBOPHHMS BETEPUHAPEH JICKap.

CriemHuTe CHCTOSIHUS TPSAOBa 1a OBbJAT PEIICHH MTPEAM 3all0YBaHe Ha JICUCHUETO: NeXUAPATAITNS,
mpeanojaraema i aokazana JJKA, aHopekcus, KITHHHYEH MaHKPEaTUT, XPOHUIHA THAPHS,
MOBPBILAHE, KAXCKCHSI.

Ilpenopvuumenen nvpeoHauen MOHUMOpPUHZ (nvpeume 06e ceOMuUlL):
He3abaBHO mpekpateTe JeUYeHUETO B Clydail Ha MOTBBP/ICHA WIM ChMHUTEITHA JHa0STHA KETOAIH103a
(JIKA) win nuabeTHa KeTOHYpUS U HANPaBETe ChOTBETHUTE U3CIICIBAHUS.

[Topanu HaumHa Ha neficterue Ha SGLT-2 nHXHOUTOPHTE, XUIICPTIIMKEMHUS MOXKE J1a HE IPUCHCTBA B
ciydaii Ha JIKA (eBrmukemuvHa keroanuao3a). Jnaranosara esriukemuyna JJIKA tpsoBa na ce
OCHOBaBa Ha KJIIMHUYHU MPU3HALH, TJAO0OPATOPHHU TIOKA3aTeH 3a METa0OINTHA alu/103a Wiu
JabopaTOpHU TTOKa3aTelu, cBbp3anu ¢ KA.

B cnyuaii Ha JIKA (Hanp. HamalnieH aneTuT, OCTPO MOBPbILAHE, JIeTaprus/Ienpecusi, JeXuapaTanus 1
71a00paTOPHUTE HAXO/IKH), € HAJIOKUTEIHO He3a0aBHO J1a ce MPUIIOKH MOAXO/s1Ia Tepamnus. Tosa
BKJIIOYBA He3a0aBHO 3am0YBaHe HAa MHCYJIMHOBA Tepanus, BbIPEKH HOPMATHUTE CTOMHOCTH Ha
KpbBHATA [NII0K03a (E€BITIMKEMUYHA KETOAIM03a), KaTO CHLIEBPEMEHHO CE MPOCIIe/IABa/IeKyBa
XHUIOKAJIUEeMHTa. 3alI0YBAHETO Ha JICYEHUE C HHCYJIMH € He00X0AUMO, 3a Jia C€ CIpe MPOrpecupaHeTo
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Ha Keroaruao3ara. TpsaOBa 1a ce 0OMHCITH IPHUIAraHeTo Ha NEKCTPO3a WK IPYT U3TOYHUK HA
BBIVIEXUPATH U TTOIXOIAINA XPAHUTETHA T0OaBKa KaTo TOMBIIHCHHE KbM HHCYJIHHA.

IIpoBepkara 3a KeTOHU € He0OX0JUMa ITPY 3aI0YBaHe HAa TepanusTa U Ha Bceku 1 o 3 HU mpe3
IBPBUTE JIBE CEAMHUIIN, KAKTO U BCEKH ITBT, KOTaTO KOTKAaTa IMOKa3Ba KIMHUYHHU MPU3HALN Ha
3a0oJsiBaHe, KaTO HaMaJleH PYUEM Ha XpaHa, OCTPO MOBPBIAHE WM HaMaJIeHa akTUBHOCT. CKpUHUHT
3a HaJM4YWe Ha KETOHOBY TeJla B MJICATHUS CIIy4ail TpsIOBa /1a Ce HAIPaBH C TUIa3Ma BB BETEpPUHAPHA
KJIMHWKA, HO MOJKE J]a CE€ HallapBU M OT COOCTBEHHMKA HA KOTKATa B JOMAITHH YCIIOBHS, KATO CE ITOTOIH
CHOTBETHATA TECT JICHTA B YPUHATA HA KOTKATa, HAIIPAMEP B KOTEIIKATa TOAJIETHA. AKO C€ OTKPHUST
KETOHH, TepanusaTa TpsAOBa Ja ce MpeKpaTH U KOTKaTa Jia ce IperJiea He3abaBHO OT BETePUHAPEH
nekap.

Ilpenopvku 3a pymunno nadarooenue:

BaxapHust auadet (3]) Moxe [a mporpecupa ¢ BpeMeTo, HOpaau KOCTO HIKOM KOTKH MOXKE Ja Ce
HYKJasT OT eK30TreHeH HHCYIHNH 3a npenoTBpatsaBane Ha JIKA. [Topanu ToBa, koTkute cbe 3/ u
JIEKyBaHU C BETCPUHAPHUSI JIEKAPCTBEH MPOIYKT TPSIOBA MOCTOSHHO Jia ObIaT HAOJII01aBaHu, ChIIIACHO
CTaH/apTHaTa MpaKTHKa. B pombiiHeHne, mopaay HaunHa Ha aeiicteue Ha velagliflozin, pyrunHoTo
npocIie/isiBaHe TPsOBa /1a BKIIFOYBA OLICHKA 32 KETOHHM (Upe3 ypHHOJIM3a WK I1a3Ma), CTaTyc Ha
xuaparanus (OCMOTHYHA Hype3a) U TeliecHa Maca (HempeaBu/ieHa 3aryba Ha TeJiecHa Maca, opan
HIeP3UCTUPAIL[A TITIOKO3YPHSI).

Bunaru npu nosia Ha knmuHHYHY Tpu3Hany Ha JIKA, koTkara Tpsa0Ba na Obe u3cienBaHa 3a HATHIne
Ha KETOHHU Tena (Hamp. KeTOHYpUs /UM KEeTOHEMHUS), KoeTo moka3Ba JJKA. Ako KoTkaTa pa3Bue
JKA, keToHYpHsI WM KETO3a HIIH aKO KIMHUYHOTO ChCTOSHUE Ha KOTKAaTa Ce BIIOIIN MU
CTOHHOCTHTE Ha KpbBHATA TJIFOK03a WK (PYKTO3aMHHA CE BIIOIIAT Cle]] TbPBOHAYAITHOTO
nojo0peHre, MOXKe J1a e HampaBH AOITBIHUTENIHA JUATHOCTHKA UK alTepHATUBHA TePaITHs.
[IpenopbuBa ce OlLlEHKa HAa XeMaTOJIOTUATa, CEpyMHATa XUMUS, N3CIIEBaHE HA ypUHATA U
CHCTOSIHUETO Ha XUAPATaLHSL.

[Topann mHaunna Ha nerictBue, SGLT-2 nHXUOUTOPHTE MOTAT A2 MPEIN3BUKAT MTOBHUIIIABAHE HA
cepymuus kpeatuuH, BUN, ¢ochop 1 HaTpuii B paMKUTe Ha HAKOIKO CEIMHUITN OT HAYaJIOTO Ha
TepanusTa, OoCIeABaHO OT CTAOMIM3UpPaHe Ha cToiHocTUTe. [IpenopbuBa ce pyTHHHA OLIEHKA Ha
O0bOpeuHaTa (QyHKIUS, TEJIECHATA Maca M CbCTOSIHUETO Ha XUApATalus IpH MalUeHTH ¢ ObOpEdHO
3abonsBane. Kotku ¢ IRIS crammii 1 u craamii 2 Ha 00pedHO 3a00sBaHe ca OWIIN BKITFOUCHH B
OCHOBHU KJIIMHUYHH U3MUTBAHUSI.

Jlonvinumennu npeonaznu mepKu 3a 6e3onacHa ynompeoa:
Ja ce n30sTBa KOHTAKT C OUYMTE HAa KOTKATA.

besonacHocTTa MM e(pUKACHOCTTa HAa BETEPHHAPHUSI JIEKAPCTBEH MPOIYKT HE € JI0Ka3aHa IpU KOTKU
Ha Bb3pacT noj 1 roauHa.

WHdekuust Ha MUKOYHUTE MHTUILA MOYXKE J1a BB3HUKHE TI0OPa/IU TIIIOKO3YpHsl, IPUUMHEHA OT 3aXapeH
nuabet win epexra Ha velagliflozin.

B ciyyaii, 4e cCBbp3aHUTE C JICYUCHUETO HEOIAroNnpHATHN PEaKIny MPOIbKaBaT (HapuMmep Juapus),
velagliflozin tps6Ba na ce mpeycranoBu 1 TpsiOBa J1a ce OOMUCIIH aNTepHATUBHO JieyeHue Ha 3/1.

[Ipu KOTKHTE MOXKE /1a CE€ HaJIOKU BPEMEHHO IIPEKbCBAHE HA TePaNuATa B KJIMHUYHYU CUTYalUH 32
KOWTO € U3BECTHO, Y€ TpeapasnoyiaraT KbM KeToanua03a (Hanp. aHopeKcHs (JIMIca Ha arneTHT),
HIOpaax OCTPO 3a00NIsABaHE WM TJ1aJyBaHe IPH ONeparnusi).

CrielmaHy IpeIna3Hu MEPKH 3a JIMIATa, IPUJIaraiii BeTepHHAPHIS JeKapCTBEH NPOAYKT Ha
JKUBOTHUTE:

[a ce cbxpaHsaBa HaITbJIHEHATA CIIPUIIOBKA Jajied OT MOrJe/ia U Ha HEAOCTHITHU 3a Jena Mecta. To3u
BETEPUHAPEH JICKAPCTBEH MPOIYKT MOXKE Ja MPEIU3BHUKA JICKO JIpa3HEHE HA OYUTE.

Ja ce m30sTBa KOHTAKT ¢ ounTe. [Ipu cirydaitHo rmonaaHe B o4ynTe, He3a0aBHO U3MHITE OYHTE OOWITHO
C BOJA.
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Crnen ymotpeba ppiiere TpsOBa 1a ce U3MHSIT.

Cunyuaitnoro norsinane Ha velagliflozin moxxe na npuanan OBP30MPEXOTHH PEAKIMH, KaTO
HOBHIIICHa ObOPEYHA EKCKPELHs Ha TIII0K03a, YBeIMYeH obeMa yprHa ¥ HOTEHIMAIHO HaMaJIsiBaHEe Ha
KOHIIGHTpAIMATa HAa KPbBHATA TIIOK03a. B cityuaii Ha HsKakBa HEOIAronpyusTHA PEaKIMs, HAIIp. IPH
CITy4aiiHO TIOTITBIIAHE MM CE TIOSIBH JIpa3HEHe Ha OYMTe, He3a0aBHO J1a Ce MOTHPCU MEAMUITHHCKU
CHBET, KaTo Ha JieKaps Ce MPEI0CTABHU JMCTOBKATA MM €TUKETA Ha TPOIYKTA.

BpeMeHHOCT U JTaKTalus:

Be3onacHocTTa Ha BeTEpUHAPHHUS JICKAPCTBEH MPOAYKT HE € oKa3aHa MPH XUBOTHH 34 Pa3IlIoJ, 0
BpeMe Ha OpeMEHHOCT | JiakTarus. [Ipunara ce camo cieJi mpereHKa MoJi3a/pruck 0T OTTOBOPHHUS
BETCPUHAPCH JIeKap.

BzauMosieiicTBre ¢ Ipyry BETEPUHAPHU JIEKAPCTBCHU IPOAYKTH U APYTH GOPMHU Ha B3aMMOJIECHCTBHE:
BsanMoeicTBHS TIEKApPCTBO-IIEKAPCTBO HE ca IMPOyUYBaHHM iNn Vivo.

CBHBMECTHOTO U3ION3BAHE C TNYPETUIH He € TipoyuBaHo. [Topaan ¢papMakomuHaMU4HUS eeKT Ha
Senvelgo, KoiToO MOXe Ja MPer3BHUKa JIeka OCMOTHYHA TNy Pe3a, ChBMECTHOTO M3IOJI3BAHE C
JIUYPETHIIA MOXKE JIa UMa MOTCHIIMAICH CHHEPTUeH e(PeKT.

CHBMECTHOTO M3MOJI3BaHe Ha Senvelgo ¢ HHCYIMH WK APYTH METO/IU 3a IOHIKaBaHe Ha KphbBHATA
TIII0K03a He € pouyBaHo (BK T.“CrielMaiHi npeTynpeskIeHuUs )

IIpenosupane:
IIpu 90-1HEBHO MMPOyUYBaHEe 3a IIOHOCHMOCT, OIIEHSBAII0 MHOTOKpaTHH 103 oT 1, 3 u 5 mg/kg

velagliflozin, ¢ HabmO1aBaHO 1030-3aBUCHMO pa3MEKBaHE Ha U3MPAKHEHUSITA.

IIpu 9-Meceunn BB3paCcTHU KOTKU IIPH MHOTOKPATHO TPEI03UPaHe ¢ 10 5 IHTH MMO-BUCOKA OT Hal-
BHCOKaTa npenopryana go3a ot 1 mg velagliflozin/kg tenecna maca, B npoabiokenue Ha 180 nHu e
HaOJIrI01aBaHO HAMAJICHO HaJAaBaHe Ha Teryo. Ilopaau ToBa, HaAIaBaHETO Ha TETJI0 MPH PacTAIIN
KOTKH MOXe Jja ObJie HaMaJIeHO, aKO ce Ha0JII0/[aBa MOCJIEZI0BATEIIHO MPEI03UPaHe 3a IbJIBT TIEPHOJT
OT BpeMe. YCBOSIBAHETO Ha BOJIA € YBEJIMUeHO Npu JieueHue ¢ velagliflozin.

B®B BCcHUKHM TpynH Ha JieueHHE € HAOJI01aBaHO PEXOTHO TIOBUINIABAHE HA CPETHUTE CTOMHOCTH Ha
TPUTIIMLEPUANTE U CPEIHUTE CTOMHOCTH Ha XoJsiecTepoia. 1 nBeTe CTOMHOCTH OCTaBaT B paMKUTE HA
CHOTBETHUS peepeHTeH qUana3oH Ha HCTOPUIECKUTE KOHTPOJIH MIPH 31paBH KUBOTHHU U €a C
HE3HAYUTEIHO KIIMHUYHO 3HAYCHHUE.

OCHOBHU HECHBMECTUMOCTH:
[Tpu nunca Ha TaHHU 32 CBBMECTUMOCT, TO3U BETCPUHAPCH JICKAPCTBEH MPOIYKT HE TPsAOBa J1a Obie
CMECBaH C JAPYTH BETEPUHAPHU JIEKAPCTBEHH MPOIYKTH.

1. HeOnaronpusiTHu peakuuu

KoTtku:

Mpmuoro yectn (noseue ot 1 Ha 10 TpeTHpaHH )KUBOTHH):

Jluapus UM peIKy U3MPaKHEHUS "
TToNMaUINCUs UK HOTUYpHUst>
3ary6a Ha Terno’

JNexunpaTanus®

[Mospbuiane®
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Yectu (1 mo 10 ma 100 TpeTrpanu KUBOTHH):

JuaGeTHa ketoanunosa (JJKA)®
JlnaGeTHa KETOHypHs®

Wudexnus Ha nukounute mprumma (MIIIT)
Xunepcanusanus’

Xunepkanemus®

Juapusita Wim peKUTE U3NPAKHEHUS OOMKHOBEHO ca MPeXoHH. [[oabpIKaIioTo ieueHue MOoXe J1a
TIOMOTHE 32 OTCTPAHSABSHE HAa CTOMAIIHO-YPEBHUTE TPU3HAIIM. B ciiyuaii, 4e CBbp3aHaTa C JICYEHUETO
JMapusl MPOJIbIDKABA, JICUCHUETO TPsIOBa J1a ce MPEYCTaHOBH U J1a ce OOMUCIH aJTePaTUBHO JICUCHHE.
Bux cbino Touka , IlpotuBonokazanus u ,, CrienuuaiHy NpeaynpesKaeHus .

TMonuauricus Uiax MOy PHS MOKE JIa CE MOSBU KAaTO YaCT OT OCHOBHOTO 3a00JIsIBAHE WIIH J1a CC YCHITH
mopaay OCMOTHYHOTO AeiictBue Ha velagliflozin.

3ary0ara Ha TerJI0 MOXKe Jia Ce TIOSBH KaTo 9acT OT OCHOBHOTO 3a0oiisiBaHe. [IbpBoHavanHa 3aryoa Ha
TETJI0 MOXe J]a HACTHITH MOy TIIIOKO3ypHIHOTO feiicTBue Ha velagliflozin. Ako 3arybara Ha Terio
MIPOJIBIIKH, TPSAOBaA Jla ce HarpaBu cKpuHUHT 3a JIKA. Buwk cwimo Touka ,,IIpotuBonokazanus™ u ,,
CrienatHu Ipe Iy IpexACHUS .

Ipu cunna nexunparanus TpssOBa na ce Hanpasu ckpuHUHT 32 JIKA. [Ipu HeoOxoqumocT TpsiOBa a ce
MPWIOKK Toaxoasma (iyuaHa Tepanus. Buk cbiio Touka ,,[IpotuBonokazanus™ u ,, Crieruaanu
OpeayIpexAeHU .

IoBpBIaHETO OOMKHOBEHO € CIIOPAJMYHO U OTIIyMsiBa Oe3 crenududna tepamnus. OCTpOTO U MO-4eCTO
MOBPBIAHEe MOXKE CHILO Ja € MpU3HaK Ha kinHnYHA JIKA wiu qpyru TexKu O0JICCTHU ChCTOSIHUS U
TpsiOBa CHOTBETHO Ja ce m3cienBa. Buxk cbiio Touka ,,[IpoTrBonokasanus™ u ,,CrierianiHu
IIpeyIpexaCHUS .

B cnyuqaii Ha JIKA nnu nuabetna ketoHypusi: CripeTe JIeUSHUETO U 3alI0YHETE HHCYJINHOBA TEPAITHsL.
Bwx cbiio Touka ,,IIpoTuBonokazanus‘ u ,, CrienuaiHu MpeaynpeKacHus .

XunepcanmBaryst 0OONKHOBEHO € MOSBABA IIPH IIbPBOHAYAIHOTO IPHIIaTaHe, He3a0HO Clie/T JO3UPAHETO
1 He € HeoOxouMa crienuuaHa Teparus

XunepkaianeMusiTa OONKHOBEHO € JIeKa, KaTO HUBaTa Ha KaJIIKs OCTaBaT OJM3KH A0 pedepeHTHUTE
CTOMHOCTH U HE € He00X0[rMa crienu(UIHa Teparusl.

CpoOmiaBaneTo Ha HEOIATONPUATHHI PEAKIINH € BaKHO. ToBa MO3BOJIsIBA HETIPEKHCHAT MOHUTOPUHT Ha
0e30macHOCTTa Ha MPOAYKTa. AKO 3a0eIe)KuTe HAKAKBU HEOIATONPUATHH PEAKIINU, BKIIOYUTEITHO U
TaKUBa, KOUTO HE Ca OMKCAaHU B Ta3U JUCTOBKA WJIM MUCIUTE, Y€ BETEPUHAPHHUS JICKAPCTBEH MPOIYKT
HE JeiCTBa, CBBPXKETE Ce MMEPBO ¢ Bammst BeTeprHapeH jiekap. MokeTe ChINo 1a chobIaBare
HEOJIArONPUATHYU PEaKIUU Ha TIPUTEKATEIS Ha Pa3pelICHHETO 32 ThPTOBHS WM MECTHHS
MPEACTABUTEI HA IPUTEKATENS HA Pa3pelICHUETO 3a ThProBUsl, KATO U3MOJ3BATe TAHHUTE 32 KOHTAKT
B Kpasi Ha Ta3u JIMCTOBKA WM 4pe3 BamaTta HanmoHanHa cucTeMa 3a cho0IaBane: {oapoOHOCTH 32
HaIlMOHATHATA CHCTEMA }.

8.  /lo3upoBKa 3a BCEKH BH/I ’KHBOTHO, HAYHHH U METO/l HA MPUJIOKEHHE

[lepopanna ynotpeba.

IMpenopbuanata g03a ¢ 1 mg/kg TenecHa maca, mpuIaraHa BeHbX JTHEBHO.

3a KOTKH, JICKyBaHH IIPEIY TOBA C MHCYJIMH/IPYT aHTHIHA0CTEH JISKApCTBEH MPOIYKT, CXeMaTa Ha
Jo3upane e cbirara. [Ipu npeMrHaBaHe OT HHCYJIMH, TIPOMYCHETE BeUuepHaTa 103a HHCYJIMH OT JICHS
IpeIu 3amouyBaHe Ha jieucHuero ¢ velagliflozin.

9. CbBeTH 32 IPaBUJHOTO MPUJIATAHE HA MPOAYKTA

PazTBOpBT TpsiOBa Ja ce M3TETIIsl ¢ TOMOIITA Ha JJO03MpaliaTa CIPUHIIOBKA, TPEIOCTaBeHA B
omakoBkara. CIIpHHIIOBKATA CE MTOCTaBA BPXy OyTHIIKaTa M MMa CKajia 3a I3MepBaHe Ha TelecHaTa
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Mmaca B kg. BeTepuHapHUAT eKapcTBEH MPOYKT MOXKE Ja Ce MpHJiiara JTUPEKTHO B yCTaTa UITH C
MAaJIKO KOJIMYECTBO XpaHa.

BerepunapHUAT IeKapCcTBEH NPOAYKT TPOBa /1a Ce JlaBa MPUOIU3ZUTEIHO 110 €IHO U CHIIO BpeMe
BCEKH JICH.

AKo ce TIpoITycHe J103a, TsI TpI0Ba Ja ce 1ajie Bb3MOXKHO Haif-CKOpO B CHIIHS JICH.

Crnen mpunarase, 3aTBOpPeTe IUTBTHO OYTHIIKATa C Karadkara.

CrpHHIIOBKAaTa MOYXE JIa Ce IMOYMCTH ¢ YMCTa, CyXa KbpIia.

CrpuHIioBKaTa € cHab/ieHa ChC CKaa 3a m3MepBane Ha Kg/Tenecna maca, rpagyupana Ha 0,5 kg.

WndopmanusaTa e HaMMYHA CHLIO U Ha cleJHUA JUHK: info.senvelgo.com/eu

10. KapenTHH cpokoBe

He e npunoxxumo.

11. Crheumnajnu yc/0BHS 32 ChbXpaHeHHe

Jla ce cpxpaHsiBa Jiajied OT MorJie/ia U Ha HeJIOCTHITHH 32 JIela MeCTa.

To3u BeTeprHAPEH JIEKAPCTBCH MPOIYKT HE M3UCKBA HUKAKBH CIICIIMATHHU YCIIOBHS Ha ChXpaHEHHE.
CpoKk Ha TOJHOCT CJIe/l TbPBOTO OTBAPSIHE HA MBPBHYHATA OMAKOBKA: 6 Mecera.

Jla He ce M3MO0J3Ba TO3H BETEPHUHAPEH JIEKAPCTBEH MPOIYKT Clie]] H3TUYaHEe CPOKa Ha T'OJTHOCT,
MOCOYCH BHPXY KapTOHA M €THKETA, CJIe/] CPOKa Ha ToaHOCT. CPOKBT HA TOTHOCT OTrOBaps Ha
HOCJIC/THUS IEH OT TO3M MeCell.

12. ChenunajHu npeanasHu MEPKH NPH YHUILOKABAHe

BerepunapHuTe 1€KapCcTBEHH MPOIYKTH HE TPsAOBa 1a ObJaT M3XBBPIISTHU Ype3 OTIAIHU BOIU WIH
OWTOBH OTMAABIIH.

Wznon3BaiiTe nporpaMu 3a BpblIaHe NPH YHUIIOKaBaHETO Ha HEU3IOJI3BaHU BETEpUHAPHH
JIEKapCTBEHU MPOJYKTH WM OCTAaThIH OT TSIX B CHOTBETCTBUE C U3UCKBAHUATA HA MECTHOTO
3aKOHOJATEJICTBO M C BCHUKY IPWIOKUMH HAllMOHATIHU CUCTEMH 3a chOupane. Te3u MepKH wie
IIOMOTHAT 32 OTa3BaHe Ha OKOJIHATA Cpeja.

[Monmraiire Bamms BeTeprHapeH jekap Kak Jla yHUIIOKHUTE HeHYKHH BETEpUHAPHH JIEKaPCTBEHU
HOPOIYKTH.

13. Kuaacupukanusi Ha BeTepUHAPHUTE JIEKAPCTBEHH MPOAYKTH

Ja ce oTimycka camo 10 JIEKapCKO Mpe/IIrcaHue.

14. Homepa Ha pa3peleHHeTO 32 THPrOBUS H Pa3MepH ONAKOBKHU
EU/2/23/305/001-002

Kapronena xytus ¢ enna 6ytunka ot 12 ml wam 30 ml u enma mepopaina go3upaiia CIpHHIIOBKA.
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15. I[aTa Ha 1nocjaeaHaTa peJaKkiuusa Ha TEKCTa

TMoapoOHa uH(pOpMaIKs 3a TO3H BEeTepUHAPEH JEKAPCTBEH MPOAYKT MOXKE J1a HaMepuTe B Oa3ara
nmanHu Ha Chro3a otHocHO npoaykruTe (https://medicines.health.europa.eu/veterinary).

16. /JlaHHH 3a BpB3Ka

HDI/ITC)KaTeJ'I Ha paspCiCHUCTO 34 ThPTrOBHA W MPOHU3BOAMTECII, OTTOBAPAIIL 34 0CBO60)KI[3B3HCTO Ha

apTUIH:
Boehringer Ingelheim Vetmedica GmbH

55216 Ingelheim/Rhein
I'epmanus

IIpon3BoauTes, OTrOBAPSIIIL 32 003060>1<z[aBaHe Ha nNapTUan:

Klifovet GmbH
Geyerspergerstr. 27
Schwanthalerhoehe-Laim
80689 Munich
I'epmanus

MectHHN OpeACTaBUTCIIN M JAHHHW 34 BPH3Ka 34 c1,06maBaHe Ha npéanojaracMmn He6ﬂaFOHDI/IHTHI/I

pCaKIUM:

Belgié/Belgique/Belgien
Boehringer Ingelheim Animal
Health Belgium SA

Avenue Arnaud Fraiteurlaan 15-23,
1050 Bruxelles/Brussel/Briissel
Tel/Tel: +32 2 773 34 56

Peny0auka bnarapust

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Buena

Ten.: +359 2 958 79 98

Ceska republika

Boehringer Ingelheim spol. s r.o.
Purkynova 2121/3

CZ -11000, Praha 1

Tel: +420 234 655 111

Danmark

Boehringer Ingelheim Animal Health Nordics
AJS

Weidekampsgade 14

DK-2300 Kgbenhavn S

TIf: +45 3915 8888

Lietuva

Boehringer Ingelheim RCV GmbH & Co KG
Lietuvos filialas

Dr. Boehringer Gasse 5-11

A-1121 Vine

Tel: +370 5 2595942

Luxembourg/Luxemburg

Boehringer Ingelheim Animal Health Belgium SA
Avenue Arnaud Fraiteurlaan 15-23,

1050 Bruxelles/Brussel/Briissel

Tél/Tel: +32 2 773 34 56

Magyarorszag

Boehringer Ingelheim RCV GmbH & Co KG
Magyarorszagi Fidktelep

Lechner O. Fasor 10.

H-1095 Budapest

Tel: +36 1 299 8900

Malta

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein

Tel: +353 1 291 3985
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Deutschland

Boehringer Ingelheim Vetmedica GmbH
55216 Ingelheim/Rhein

Tel: 0800 290 0 270

Eesti

Boehringer Ingelheim RCV GmbH & Co KG
Eesti filiaal

Dr. Boehringer Gasse 5-11

A-1121 Viin

Tel: +372 612 8000

E)\AGdo

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein

TnA: +30 2108906300

Espaiia

Boehringer Ingelheim Animal Health Espana,
S.A.U.

Prat de la Riba, 50

08174 Sant Cugat del Valles (Barcelona)

Tel: +34 93 404 51 00

France

Boehringer Ingelheim Animal Health France,
SCS

29, avenue Tony Garnier

69007 Lyon

Tél : +33 472 72 30 00

Hrvatska

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Be¢

Tel: +385 1 2444 600

Ireland

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein

Tel: +353 1 291 3985

Island

Vistor

Horgatan 2

210 Gardaber

Simi: + 354 535 7000

Nederland

Boehringer Ingelheim Animal Health
Netherlands bv

Basisweg 10

1043 AP Amsterdam

Tel: +31 20 799 6950

Norge

Boehringer Ingelheim Animal Health Nordics A/S

Weidekampsgade 14
DK-2300 Kgbenhavn S
TIf: +47 66 85 05 70

ABcTpus

Boehringer Ingelheim RCV GmbH & Co KG
Dr. Boehringer Gasse 5-11

A-1121 Wien

Tel: +43 1 80105-6880

Polska

Boehringer Ingelheim Sp. z 0.0.
ul. Jozefa Piusa Dziekonskiego 3
00-728 Warszawa

Tel.: + 48 22 699 0 699

Portugal
Boehringer Ingelheim Animal Health Portugal,
Unipessoal, Lda.
Avenida de Padua, 11
1800-294 Lisboa

Tel: +351 21 313 5300

Romania

Boehringer Ingelheim RCV GmbH & Co KG
Sucursala Bucuresti

Dr. Boehringer Gasse 5-11

A-1121 Viena

Tel: +40 21 302 28 00

Slovenija

Boehringer Ingelheim RCV GmbH & Co KG
Podruznica Ljubljana

Dr. Boehringer Gasse 5-11

A-1121 Dunaj

Tel: +386 1 586 40 00

Slovenska republika

Boehringer Ingelheim RCV GmbH & Co KG, o.z.

Dr. Boehringer Gasse 5-11
A-1121 Vieden
Tel: +421 2 5810 1211
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https://www.google.pt/search?q=boehringer+ingelheim+animal+health+portugal+unipessoal+lda&sxsrf=ALeKk01F6l1gD1nNvYVLjzxkx9rSVWJ4-w%3A1627398363457&source=hp&ei=2yAAYdjuGICg1fAPj8iFuA0&iflsig=AINFCbYAAAAAYQAu6xTBs-ONMsvdGa9AS7MgD7S5Oz7o&gs_ssp=eJwVx00OgyAQQOG41UuwcC8_NSBH6C2GzhRIECxiyvFrNy_fG6fFL6K9P2v_Kj7YmXcUm5JyWw06o7WzvINApxRJQ9pIfD2e1hUKNWZPlf2bAsWdQY47JBYIUgvsKLVd_v4rx4POs9xMCD97tiUT&oq=boehringer+ingelheim+a&gs_lcp=Cgdnd3Mtd2l6EAEYATICCAAyCAguEMcBEK8BMgIIADICCAAyAggAMgIIADICCAAyAggAMgIIADICCAA6BwguECcQkwI6BAgjECc6BAgAEEM6BwguELEDEEM6CAgAELEDEIMBOgoIABCxAxCDARBDOgQILhBDOggILhCxAxCTAjoCCC46CgguEMcBEK8BEAo6BAgAEAo6BwguEEMQkwI6BwgAELEDEEM6BQguELEDOgoILhDHARCvARBDOgsILhDHARCvARCTAjoNCC4QxwEQrwEQQxCTAlChBlj6KmDWOmgBcAB4AoABtQOIAcgnkgEKMC4xNi43LjAuMpgBAKABAaoBB2d3cy13aXo&sclient=gws-wiz

Italia

Boehringer Ingelheim Animal Health
Italia S.p.A.

Via Vezza d'Oglio, 3

20139 Milano

Tel: +39 02 53551

Kvbmpog

Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein

TnA: +30 2108906300

Latvija

Boehringer Ingelheim RCV GmbH & Co KG
Latvijas filiale

Dr. Boehringer Gasse 5-11

A-1121 Viena

Tel: +371 67 240 011

Suomi/Finland

Vetcare Oy

PL/PB 99

24101 Salo

Puh/Tel: + 358 201443360

Sverige

Boehringer Ingelheim Animal Health Nordics A/S
Weidekampsgade 14

DK-2300 Kgbenhavn S

Tel +46 (0)40-23 34 00

United Kingdom (Northern Ireland)
Boehringer Ingelheim Vetmedica GmbH
D-55216 Ingelheim/Rhein

Tel: +353 1 291 3985
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