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1. UME HA JEKAPCTBEHHA PO I{YKT ' - 14" DO A . ' ....... Teetrecarsarvare

ComatoctatiH-UCB 3 mg npax W pa3TBopuTes 33 HHPY3HOHEH PasTBOD
Somatostatin-UCB 3 mg powder and solvent for solution for infusion

2, KAYECTBEH H KOJIMYECTBEH ChCTAB

Bceku ¢naxon ComaroctatHH-UCB 3 mg cpappka CoOMAaTOCTaTHH aueTaT XHIAPAT, KOJNHYCCTBO
eKBHBAJCHTHO Ha coMaTtocTaTdH (somatostatin) 3 mg mox Qopmara Ha csofoAHA Oe3BOJHA OCHOBA.
Bcexkn $nakoH ¢ mpax ce IpHApPYXaBa OT aMmIlyja ¢ pasTBOpUTEN ChAbpkalia 1 ml HATpHEB XJIODHA
(0,9%) 3a napeHTEPANTHO NPHICKEHHE.

Cnep pasTBapsiHe, KpaliHaTa KOHLEHTpauus Ha nojy4eHHs pa3tsop e 3 mg/ml.

3. JEKAPCTBEHA ®OPMA
IIpax n pa3TBOpHTEs 32 HHPY3HOHEH Pa3TBOP
BbHIUCH BUJ:

IMpax: 641 mpax noJay4eH IIpH CYIEHe Upe3 3aMPb3BaHE
PazTBOp: npo3padHa 4 He3UBETHA TEYHOCT

4. KJIHHHYHHU JAHHH
4.1 TepaneBTHUYHH NOKA3AHHSA

ComartoctatiH-UCB ce npuiiara pH BB3PacTHH 3a:

. JledeHHe Ha OCTPH CTOMAUIHO-YPEBHH KPbBOHM3JIMBH, B PE3y/ITaT Ha CTOMAllHA WIH AyOACHAHA
A3Ba, XEMOParkuHM FaCTPUTH ¥ KbPBEHE OT BaPHLUHM Ha XPaHOMPOBOAA, YCTAHOBEHH CaMO Ha Oa3zaTa
Ha KIIMHHYHATA KapTHHA WY AOKa3aHH €HAOCKONCKY.
Jleyenue Ha upeBHH QUCTYIH ¥ PHCTYIM HA AHKPEACa.
CHMOTOMATUYHO JIEYEHHe HAa CBPBbXCEKPETHpAlY €HAOKPHHHH TyMOpPH Ha CTOMALIHO-4YPCBHHA
TPaKT.

. [IpoduNaKTHKAa Ha YCJOKHEHHATA Cle/l onepalks Ha NaHKpeaca WK CHIOCKONCKa peTporpajiHa
xonauruo-naukpearorpapusa (ERCP).

4.2 Jlo3HpOBKA M HAYHH HA MPHJIOKEHHE

T[lopaaH KpaTkoTO BpeMe Ha TIOMYXHBOT OT 1 10 2 MHHYTH, Comaroctatua-UCB Tpabpa na ce npunara
KaTO NPOTB/DKUTEIHA HMHTPATPABCHO3HA HH(QY3HA. ComaroctatiHi-UCB Tpsabea 1a ce pa3TBaps
HemoCpeACTBeHO Npeau ynotpeba ¢ eaHa ammyna ot | ml pastBop Ha HarpueB xnopun (0,9%) 3a
NapeHTePanHO NPHIIOKEHHE.

Bn3pacTHH:
[IpenopbuBaHaTa Ao3a € 3,5 pg/kg TenecHo Terio/vac, MM 0OHKHOBEHO 6 mg/

rerno 75 kg, mpunaraHa Karo NPOXB/DKUTCIHA HHTPABCHO3HA HHDy3ua OT
nHdy3Hs Ha coMaTOCTaTHH TpAGRa na 6bae 12 win 24 yaca (ChOTBETHO 3a 3 mg



[TauweHTH B cCTapyecKa BB3pacT:

HuauBuAyanM3MpaHe Ha A03aTa C¢ MPenopbyBa MPH NALUCHTH B CTApPUYECKa Bb3pacT ¢ TEXKKO OBOpeUHo
yBpexXAaHe (BXK. Mo-AONy NaUHEHTH ¢ OpOpeuHo yBpexaase).

Jlena " IOHOIUH:

He ca npoBenenn HeOOXOAMMHTE KIHHHYHE NMPOYyYBaHHSA YCTAHOBABALLM 6€30NacHOCTTa H ePHKACHOCTTa
na ComatocTaTHH-UCB npu zeua u oHomH. [1o Ta3n npuyuHa, ynorpebara npH Ta3d Bb3pacToBa rpyna
HE C€ NpenopLYBa.

[TauHeHTH ¢ TEXKO OBOpeUHO yBpexaane (KpeaTHHHHOB KIHpPBHC < 30 ml/min):
Ilo3ara Tpsa6Ba na 6bae HamaneHa A0 1,75 pg/kg/dac noa dopmara Ha NPOABDKHTENHA HHY3ua H 1,75
pg/kg karo 6onyc aosa.

[TanKueHTH ¢ YBpeXAaHe Ha YepHHA APoD:
He e HeoOX0auMO aanTHPAaHE HA AO3aTa MPH NALHEHTH €INHCTBEHO C YBPEXAaHe Ha YepHHs APoD.

HeobxoauMo € BHHMATEIHO NPOCAeAIBaHE HA TALIUEHTHTE CIICA Kpasi Ha JIeueHHETO.

Jleyenue na 2acmpo-unmecmunannu xemopazcuu: Ilpunaranero Ha Comarocrarui-UCB TpsifBa na
3aN04HE NPeH eHAOCKONCKOTO H3ClieBaHe, Bb3MOXKHO HaH-0bp30 ClicA MbpBHTE CHMNTOMH Ha KbpBCHE
H Jia IPOXB/DKH 5 HH, KaTO MUHHMAJIHATA NPOAB/DKHTENHOCT Ha JeueHue ¢ 48 yaca. KaTo ROMBJIHEHHE,
BeJHAra cleJ Ha4dajIoTO Ha NpOAbDKHTENHata HHQYysus ce npunarat 3,5 ng/kg TenecHa maca (eauH
dnaxon Comatoctatun-UCB 0,25 mg 3a nauueHT ¢ Terno 75 kg), noa ¢opMara Ha Oonyc RIIKCKUMA U
olle efHa Gonyc A03a efHA MHHYTA NIpeAH eHaockonusTa. bonyc no3uTe ce BpBEXKAAT HaBHO (32 HE NO-
masko ot 1 muryTa). Cnen eHAOCKOMuS, ChilaTa 60NyC HHKEKLIMS Ce NPHJara Npy NauHeHTH C NPpU3HalH
Ha KbpBEHE.

Jeuenue na ucmynu uau cepvxcexpemupauu enOokpunnu mymopu. He e HeoDxoaMMO npuiaraHe Ha
Gonyc HHXKEKIMA. 3apacTBaHETO Ha QUCTYAHTE NPH MOBEUETO NALUUEHTH MOXKE /1a C€ 04aKBA B PAMKHTE
Ha 7 00 14 1HHM, HE3aBHCHMO Y€ € Bb3MOXEH MO-AbAbr (MM MO-KPaThK) NEpHOA. 3a ja ce u3berue
Bb3MOXeEH pebayHa edeKT ciea 3apacTBaHero Ha (ucTynaTa, npe3 caeasawute 48 yaca TpsOBa na ce
NPHJIOKH MONOBHHATA OT A03aTa.

[Ipean ynotpeba npaxbT 3a TPHrOTBAHE Ha HH(QY3HOHEH pasTBOp €€ pa3TBapd B [NPHJIOKCHHA
pa3TBOPHTEN ([0 ONMCAHHA HAYKH) H Ce HHXXKEKTHPA B HHQY3HOHHHSA Pa3TBOP MPEAH NPHIAOKEHHETO My.

4.3 IIpornsonoxkasanus

CBPBX4YBCTBHTEIIHOCT KbM COMATOCTATHH KJIH KbM HEIrOBH MPOH3BOJHH.
4.4 CneuuajHH NpeiyNpexIcHHS H NpeANasHA MEePKH NPH yHoTpeda
CoMaroctaTuH-UCB e npeaHa3sHavyeH 3a O0JHHYHO MPHIIOKCHUE.

[pH nauMeHTH ¢ Texko 6LOpeuHo yBpexIane (KpeaTHHHHOB KIMpbHC < 30 ml/min), fosaTa TpabBa na
Obae HaMaJieHa HaIIOJIOBHHA OT NPENOPbUaHATA 1034, e

[aumenTture, nekysana cbe ComatoctatnH-UCB Tpabsa aa Obaar nox CTporo A SIAPCKO HR
Bonyc ao3ute TpaGBa Aa ce BpBEKAAT 6aBHO, 32 He MO-MANKO OT 1 MMHYTA. I’i byvIuapetns
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yBEJIHUCHHE Ha KPbBHATA 3aXap B clieABaiure 2-3 Yaca, B pe3yJTaT Ha NpOMsHA B PABHOBECHETO MEKAY
MPOTHBOINO0KHO JEHCTBAIKTE XOPMOHH HHCYJIHH H I'MOKaroH. ETo 3a1o e HeoOXoaHMO H3MepBaKe Ha
KpbBHATa 3axap Ha BcekH 4 [o 6 yaca.

TToBHLIEHO BHHMAaHHE € HEOOXONHMO B Clyyail Ha €IHOBPEMEHHO MPHJIOXKEHHE Ha 3axap NOJA BCAKAKBa
dopma (Bx. BaaumoneicTens).

CoMATOCTATHH MOXe Aa AOBEAE 0 cncaHuTe PpapMaKkoAHHAMHYHH CHPACYHO-CBAOBH €(EKTH: MPEXOAHa
CHCTEMHAa XHMINEPTEH3Hs, MPEXOAHO HaMajsABaHe Ha CBPAEYHHs KaNalWTeT, INOBHIIABaHC Ha
6enoapoGHOTO apTEPHATTHO HAJATaHEe, MNOBHINABAHE HA LECHTPAIHOTO BCHO3HO HAJINraHe, CHCTEMHA
XHIIOTOHHA, Opagukapaud, AV-0iok.

Heobxoaumo € npoclieasBane Ha )XH3HCHHTE NOKA3aTe/IH B HA4YaJoTO Ha NPHJIaraHeTO Ha COMATOCTATHH,
ocobeno caen Gonyc umwiekuusta. Heobxoaumo ¢ ocobeHo BHMMaHHE NPH MALKEHTH CBC CHPICHHO-
CHAOBH HApYIIEHHS M TaKMBa ¢ aHAMHE3a 33 ChbpACYHA APHTMHA, NPH KOHTO MOCOYCHHTE CHPACHHO-
CbOBH eeKTH HE MOTaT [ja ce KOMNEHCHPAT.

Tsit kato nmo BpeMe Ha JeueHdHero ¢ CoMaroctatHH-UCB Moxe ma ce HabmonaBa NOHHKEHHE Ha
rnoMepynHata (QHATpaLMA, OTAENAHETO HA YPHHATA M HHBATA HAa HATDHH B KpbBTA, C€ Mpenopbsa
peoBEH KOHTPO Ha 6b0pednara QyHKIMSA H I1a3MEHHTE HHBA HA CJICKTPOIIATHTE,

ComaTocTatur-UCB npeaAn3BHKBa NOATHCKAHE HAa dYpeBHaTa abcopOUKs Ha ONPEACCHH XPaHH, KaKTO U
CEKpELMATA HA HAKOH TraCTpPO-HHTECTHHAJIHH XOPMOHH. PA3KOTO NpEKBCBAHE HA HHQY3HATa MOXKE Ja
npeau3BuKka peGayHa edekT, 0coGeHO NpH NaUHEHTH, AeKyBaHH 3a GUCTYIH. ETo 3allo C/1efl 3apacTBaHe
Ha ducTynara, npe3 cneasainte 48 Jaca € HeoOGX0OAMMO NpuiaraHe Ha MOJOBHHATA OT ONMpEACACHATA
1032 C LN u3b4reane Ha epeHTyaneH pebGayHn edexr.

Crnel TpeKbCBaHE HA NEYEHHETO € HEOOXOMMMO mpocieisBaHe e(pekTa HA COMATOCTaTHH BBPXY
YKH3HEHHTE NOKA3aTelH, KPhBHATA 3aXap H roMepyJHaTa QHITpalus.

4.5 Bsaamojaelicrsue ¢ APYTH JIeKapCTBEHH NPOAYKTH H APYrH OpMH HA B3aHMOJCHCTBHE

[lopagn WWHpOKHS CHEKTHP Ha QapMakoAMHAMH4YHH edeKTH Ha COMATOCTaTHH BBPXY MHOKECTBO
PETYJIATOPHH CHCTEMH, Ca Bb3MOXKHHA MHOXKECTBO (hapMakoAHHAMHYHH B3aHMOACHCTBH.

HabmonaBaHuTe KIMHHYHO 3HaYMMH QapMakOZMHAMHYHH B3aUMOACHCTBUS C JE€KAPCTBA, KOMTO ChIIO
uMaT edekT BBpXY perylalusTa Ha KpbBHATAa 3aXap, MJa3MEHHTE HMBA Ha PCHHHA H apTCPHANHOTO
KpBBHO HaJsraHe, nokassar, 4¢ ComaroctarnH-UCB MoXke Aa npOMEHH e(heKTa Ha TE3H JIEKapCTBa HIH

Te3d MapaMeTpH.

EqHOBPEMEHHOTO NPHIIOKEHHE HAa Pa3TMYHH 3axapH (pa3TBOPH Ha IIOKO3a HIIH dpykTO3a MM NpH
MO MapEHTEPANHO XpaHeHe) MoXe Jia Mpeau3BHKa HapylWeHHs B TIHKEMHYHHA KOHTPOT M CC
npenopbusa HabmMoicHHE HA HHBATa Ha KPbBHaTa 3axap. Moxe Ja ce HaJloXkH NpHJIaraHe Ha HHCYJIHH.

4.6 DBpeMeHHOCT K KbpMeHe

bpeMeHBOCT:

HaMa nocTaTbuHO AaHHH 3a ynorpebata Ha ComaroctatuH-UCB mprn Opeyeyy
NpOBEXAaHH NMPOYYBaHHA BbPXY penpOAYKTHBHOCTTA MPH JKHBOTHH. ComarocTag :— e
ce npuJjara Ha GpeMeHHH J)KEHH OCBEH B CJIy4aMTe Ha KaTeropuiHa HEOOXOMUMOCT| = (R G fe))



Ktpmene:

CoMAaTOCTaTHH He TpA0Ba Ja ce Npuiara no BpeMe Ha KbpMCHE.

He ca cpoOllaBaHM MpOyHUBaHHs CBBP3aHH ¢ (apMakoKMHETHKATa HAa COMATOCTATHH Ii0 BPEMO Ha
6peMEeHHOCTTa MM KbPMEHETO NPH JKHBOTHH.

4.7 Edekrn Bbpxy crnocofHoCTTa 32 WNOdUpaHe H paboTa ¢ MANTHHH

He ca npUIOXUMH.

4.8 Hexesand IeKapCTBCHH PCAKIHHA
CIOETAHHO CHOOIIEHH Ca CIICIHHTE CTPAHHYHHI JCHCTBHS:

CobpaeuyHH HApYLIICHHS:
AV-6nox

Bpaaukapaus

ApUTMHA

KamepHa eKCTpacHcToI

CroMAallHO-YpPEBHH HADYIICHHA:
Bonka B xopema

Huapus

[agene

[ToBprinaHe

Hapymienns Ha MeTabom3ma:
X HnepriivkeMus
XUnornukeMus

CbI0BH HAPYIIEHHA:
XUNepTOHHS
XHUNOTOHHA

['opeluy BBLJIHU

Ps3koTO NpeKheBaHe Ha nepdysmiTa MOXe Na TpeAH3BHKA pebayna edext, ocobeHo NpH NAMEHTH C
bHCTYIH.

4.9.11penozupane

a) CHMIITOMH

ChoGLIcHATE Cydail Ha Npefo3Hpane ChC COMaTOCTATHH HE M0KA3BAT HAKAKBO JOMIBIHUTEIHO BPEAHO
Bb3eliCTBIE, OCBEH HEKENAHUTE JEKapCTBCHH PCaKIIKH, HaGMroAaBaHH NPU NPENOPHUBAHUTE JIO3H.

6) Mepku npH Npeao3HpaHe
B ciyuail Ha Npefo3upase CbC COMAaTOCTATHH CC PENnopbYBa BHHMATENHO NIPOC/ICAAB
3axap, ChpAeHHO-CHAOBHTE NIAPaMETDH, OnOpeunaTa GyHKIHS ¥ [UIA3MEHHTE NCKTD

Cnen npexscBaHe Ha HMHQY3UATAa Ha COMATOCTAaTHH, TPHJIAraH B Tepatlchii
OMYKHBOT B KPBBTA € OKOJIO 2 MHHYTH.



JleuyeHHETO NpH NpeAO3HpaHe € CHMITTOMAaTHYHO, HE € H3BeCTeH cneudHYeH aHTHAOT.

5. ©®APMAKOJOI'MYHH CBOHCTBA
5.1 <apmMakoaHHAMAYHE cBoHCTBa

QapMakoTepanesTHYHa rpyna: XHNoTajlaMyCceH XOPMOH — MOATHCKAL PacTexXa XOPMOH
ATC xoa: HO1 CBO1.

EcTecTBEHH COMATOCTATHH € LIMKIHYEH OJHWIOTENTHN, ChCTaBeH OT l4-amMuHOKHcenuuu. Toii
MbPBOHAYANTHO € H30JIHPaH OT XKHBOTHHCKH XHIIOTAJIAMYC, HO NO-KBCHO € OTKPHT B €MHTENHHTE KIETKH H
HEPBHUTE BJlakHA HA LsU1aTa XpaHoCMuUnaTeaHa cucreMa. ComaroctatuH-UCB npeacTaenasisa CHHTETHYEH
[OJIMMENTH HACHTHYEH HA €CTECTBEHHAT XOPMOH.

Comatoctarnn-14 ce CBbp3Ba KbM BCHUKM 5 BHIa pelieITOPH.

CoMaTOCTaTHH y4acTBa KakTO B peryfaijMara Ha €HIOKPHHHATA, TaKka W B PeryJaliHaTa Ha €K30KpHHHATA
CEKpeLHsl H TaCTPOMHTECTHHANHUAT MOTHAHTET. [Ipunarad BbB (papMaKOJOrHYHH AO3H, COMATOCTATHH
HHXHOHMpa raCTPOMHTECTHHAIHATA PYHKIMA U MOTHJIHTETA, KAKTO H CEKPELIHATA H HaMaJ/isiBa MPHUTOKA Ha
KpPbB B KOpeMHAaTa 00J1aCT.

bonyc umxekuus or 250 ug coMaTrocTaTHH NpeAH3BHKBa OBLp30 HaManABaHe Ha HAIATAHETO B
eso(pareaH¥TE BapHLM NpH MalMEHTH ¢ LHPO3a, KOECTO C¢ MNMPOABABA NO-CHJIHO OT HaMaisdBaHETO
NOAYYEHO MNpH npoabDKUTenHata MHGY3usa. [IpoxbmkuTenHata wWHGY3Hs Ha COMATOCTATHH HMMa
NOCTOSHEH €(eKT N0 OTHOLICHHE HA [MOHH)KABAHETO HAa HAJNISTAHETO B e30(darealHHTe BapHIIH MPH TE3H
NALMHEHTH.

CoMaTocTaTHH MOXE Aa NOBIIMSAE BHPXY perynauMaTa Ha XoMeocTa3aTa. HabmogaBaHu ca LHPKYTHpALIH
TPOMOOLIUTHH arperaTd npd AHA0CTHUHW, H3HCKBAIUM HHCYJIHHOBO JICMCHHE M JICKYBaHH CbC
COMATOCTaTHH,

5.2 {PapMaAKOKHHETHYHH CBOHCTBA
a) BbBeacHue

CoMaTOCTaTHH € HalbJIHO pa3sTBOPUMO cheArHeHHe. [lopagu nenTHaHaTa CTPYKTYpa U NMOPajH KPaTKHS
ia3sMeH MOAYXHBOT, COMATOCTATHH TpsOBa Ja ce MNpHJara Karo MNPOABJDKHTENIHA HHTPaBECHO3Ha
HHQY3uA. Bbiopeks, 4e¢ XpOHHYHATA UYCPHOApPOOHA HEJOCTATBYHOCT HE IMOKA3Ba BJIHAHUE BBPXY
METaDOAUTHHA KJIKPBHC, A0303aBUCHMO HaMANIEHHE Ha KITHPBHCA ce Ha0mo1aBa NMpH NAaLHEHTH B KpaiiHa
creneH Ha ObOpeyna HeAOCTATBYHOCT. H3BecTHO €, 4e coMarocTaTdH OBp30 C€ npeBpbIUaA B
PaBHOCTOMHHS, TACHO CBbP3aH NpoAykT [des-ALA']-coMmaTocTaTuH.

6) OO6mM cBolicTBa Ha AKTHBHOTO BEILECTBO MPH MHPHIOKEHHETO HA IJIEKApCTBEHHUS MPOAYKT CHEX
MyCKaHeTO MY Ha rnasapa

o Abcopbuns:
ToH KaTO CHEAUHEHHETO € MENTHA, TO C€ IpHJIara €JUHCTBEHO HHTPABECHO3
OMOHANHYHOCTTA MOTaT Ja ¢e mpreMar 3a 100%.



[Ipu mpoasJDKUTENHA HHY3HA Naato ePeKThT ce MOCTUra B paMKHTe Ha 15 MuHYTH. CpegHUTe HUBA
3ABHCAT OT CKOPOCTTa Ha HH(Y3usaTra u Bapupar Mexay 300 u 3000 pg/ml, npu npuioxeHue Ha
obnyaitHo npenoppyBaHaTa Ao3a (250 pg/yac).

CpolieHo ¢, ue criell NOAKOKHA 6oryc HHKEKIHS, Cpa HACTHIBA 5 MEHYTH Cl€/l NPHIIOKEHHETO MY H
BOAH A0 NMO-HHCKHU MIA3MEHH HHBA Ha COMATOCTATHH OTKOJKOTO ChLIATA 1034 NPHJIOKEHA HHTPABEHO3HO.

e PasnpenencHue:

[IpeMuHaBaHETO OT NJIa3MaTa KBM rOJIEMHTE TEJICCHH ThKAHH — MYCKYJIHTE, KOXKarta U Yepsara ¢ 65p30.
Cnex ToBa HENPOMEHEHHS COMATOCTaTHH OaBHO ce OCBOGOkKIABA OT EKCTPABACKYJAPHHTE Aena
(BEPOSATHO OTHOCHTENHO CBOGOJCH OT NPOTEONHTHYHHTE €H3MMH) B InasMara. CoMaToCTaTHH e
OTHOCHTEJIHO 3AUIATEH OT MPOTEONHTAYHO pasrpaxiaHe Cle/l CBEP3BAHETO MY C MIa3MEHHTE MPOTEHHH,
KOETO C€ HAMECBa C HETOBOTO PATHONMYHOJNIOTHYHO ONIpefeIsiHe.

 buorpanchopmanus:

WspectHO €, 4e coMaTocTatdH Gbp30 Ce NPEBPLIIA B TACHO CBbLp3aHHA OpoaykT [des-ALA'J-
COMAaTOCTATHH, KOHTO € PaBHOCTOCH C MPEALUECTBAIIOTO CheHHEHUE B HAKOAKO OHONMOTHYHH CHCTEMHM
(HHXHOMpaHe Ha OTAENSHETO Ha MHCYJHH, TIIOKArOH W PacTeXXeH XOPMOH). 3a 2 MHHYTH Ce H3BBPILBA
40% tpancdopmanus fo [des-ALA']-comartocTarus.

Borpeks, ye yepHus Apod He € OCHOBHHS OpraH 3a KJIMpBhbHCAa Ha COMAaTOCTaTHH, 6LOpeiHTe MoXe Ja
y4acTBaT B METaOOIHTHHA KIHPBHC.

e EnMMHHHpaHE.

EK30reHHO NpHIOKEHMA COMATOCTATHH OBpP30 ce OTAEeA OT MazMaTa. BpeMeTro Ha NONYXHBOT Ha
COMaTOCTaTHH B KPBBTA I1pH 3ApaBH 00poBoaLM € okoso 2 MUHYTH (1,1 A0 3,0 MMHYTH) aKO OCHOBHOTO
HUBO OT 10-35 pg/ml e nocturraro. U3BbH Te3u 0OCTOATENCTBA METAOOMMTHUAT KIHPBHC € 0koso 2000
ml/min.

KnuprHca HE ce nOBIXABA IIPH MALIKEHTH HHTO ¢ KOMIIEHCHpaHa LiHpo3a, HUTO ¢ Auaber tun II. B kpaex
CTaaui Ha XpOHHYHA ObOpeuHa HeJOCTATBLYHOCT e HabMoAaBa J0303aBUCUMO HAMAICHHE HA KITUPBHCA.
HsMa JocTaThuHO JaHHH 3a OTAEHSHETO. T'BH KaTO € €CTECTBEH NENTHA, HOPMATHO € OTACHAHETO Aa
cyeaBa oOMYaiHHA IPOTCUHOBHA NAA,

B) OCODEHOCTH NPH TALUECHTH:

e buOpeuHo yBpexaaHe:
[Ipyn manueHTH ¢ Texkko OrOpeuHO yBpexJaHe (KpeaTHHMHOB KAHPBHC < 10ml/min ), MeTtaGonuTHHS
KJIMPBHC € IOHMXKEH, a paBHOBECHHUTE IJIA3MEHH HHBA Ca YIBOCHH.

e XpoHHYHA YepHOAPOOHA HEAOCTATLYHOCT:
XpOHHYHUTE YepHOOPOOHH 3a0ondBaHHsA HE TOBNMABAT 3HAUMTENHO MeTa0ONUTHMA KIHPBHC Ha
COMATOCTATHH.

e Jnaber:
Kunerukurte ca moaoOHK NPH HE NPEKOMEPHO MBbJIHM, HHCYJIHH HE3aBUCHMH JMHADCT
100poBoONILM. >
=
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OcCTpa TOKCHYHOCT:;

- MakcHMannaTa HenetanHa 033 OPHIOXKeHa WHTPaBEHO3HO NPH MHULIKK € 26,4 mg/kg npu MBXKY H
HJIH JKCHCKH €K3EMNNAPH. Te3H JaHHM TpAGBa 1a GbAAT CpaBHEHH C OonycHa Hrxkekius Ha 250 pg
Comarocratni-UCB npu xopa, Koeto ChOTBETCTBA Ha 3,5 ug/kg, T.e. 10 000 mpTH mO-Maska OT
MAaKCHMA/THATa HeJIETaNHA J03a MPH MHLLKH,

- MaxkcHManHaTa HeneTanHa 1032 NpUIIOKEHA HHTPaBCHO3HO IpH rrbXxoBe € 10 mg/kg npH MBXKH K
HJIH )KEHCKH CK3eMIUIAPH.

- IIsnHOTO BBL3CTaHOBABaHE HA MPEXHBENHTE KHBOTHH (MHILIKH ¥ UThXOBE) HACTHIBA 24 yaca chexn
MPUIIOKEHHETO H CMBPTHH CJIydad NO-KbCHO HE ¢a HaOmoJaBaHm.

[IoaocTpa TOKCHYHOCT

HaGnmonaBaHa e MHHHManHa TOKCHUHOCT npy nabxoBe koraro ComaroctatuH-UCB cren
NPOAB/DKHTE/IHE HMHTABCHO3HA HHOY3HA 32 4 ceamuuy. JIeko Mo-HHCKOTO HapaCTBaHE HA TEJNECHOTO
TETJIO € CAHHCTBEHHS PE3ynTaT HaOMOZaBaH NMpPH MBXKH IUTHXOBE, HOCTHTaliku camo 11% MpH Hali-
BUCOKaTa nmpHnoxkeHa no3a 1,8 mg/kg/nen. Hama edektu npn npunokenuero na 1,8 mg/kg/neH npu
WCHCKH ILUTbXOBEC, KakTo H 1,2 mg/kg/nen npu MLXKKH U KeHCKH HMHOMONTryC MaiiMyHu. IInasmenure

KOHLICHTPAUHH HAa HECTOKCHYHH HHBA ¢ OT 86 10 865 MBTH MO-BHCOKA OTKOJIKOTO TEPaneBTHYHHTE
MIa3MEHH HUBA [IPH YOBEK,

TecToBe 3a FeHOTOKCHYHOCT
TecToBeTe He NOKa3BaT MyTareHEH WM KIACTOTEHEH MOTEHLHA Ha ChEAMHEHHETO.

IIpoyyBauus 3a PENPOAYKTHBHOCT

He ca npoBexaanyn TakuBa npoyysanus 3amoto Comatoctatui-UCB He e NpEeAHA3HAYCH 34 MPHIOKEHHE
NpH OpeMeHHH WIH KbpMelUH keHH. COMATOCTaTHH NpHTeXaBa CTPaHHYHH €(eKTH BbPXY [IOBEACHHETO
Ha MOAPACTBALIHTE MIbXOBE. JIHMCBAT CTpaHWYHH peaxkLMH HAa MBXKKUTE M KEHCKH PENPOAYKTHBHH
OPraid Npd IUTBXOBE M MaHMYHH cliesl 4 CeAMMUH OPOXBIKHMTEIHA HHGY3MUS. Edexture nHa
COMATOCTaTHH BBpXY NOHaAOTPONHHATE KIETKH B XHIIOTANaMyca Ha INIbXOBE H BbPXY AHYHHLIATE cien 5
AHEBHO NPOYYBAHC ca AOKnanBaHK B nureparypara. HuxuGupanero rnasHo Ha LH-npopyumpanmre
KJIETKH, HHXHOHpaHETO Ha (onHKynoreHe3aTa M NOBHIICHHS GPOik aTPETHYHH (QOMHKYIH ca
HaO/oNaBaHK ciej| 5 AHEBHO MpHIIoKeHHe Ha 400 mg/kg/nen.

KapuusoreHsocr
He ca 6unu npoBeneHn npoyusauus Tt kato Comatoctatun-UCB He e NpeAHA3HAYEH 33 NIPHIIOKEHHE
33 IBJITH NEPHOAM.

6. PAPMAIEBTHYHM JAHHH

6.1 CuoHcnbk HA DOMOLIHHTE BelecTBa

[Ipax: HC CBAbpiKa NOMOILHH BELIECTBA
PasrBopuren: HarpueB xnopua
Bopa 3a uHxkekuuu

6.2 HechLhBMeCTEMOCTH

Comaroctatun-UCB He TpaGBa fa ce cMecBa ¢ ApyrH NeKapcTBeHH npo
TO4Ka 6.4 ¥ Touka 6.6.



6.3 Cpox Ba roaHoct
ComaroctaTuH-UCB B OpHIrHHaNHa ONakoBKa: 2 TONMHH.

6.4 ChnenuaaHH yCJIOBHS HA ChXpaHEHHE

Comaroctatun-UCB ce chxpaHsBa B OPHTHHAJIHA ONAaKOBKA.
Ha ce cbxpaHsaBa npu Temneparypa noa 25°C.

PasteopsT Ha CoMarocTaTHH-UCB 3 mg B 1 ml Harpues xuopun (0,9%) 3a napeHTepanHo NPUICKEHHE e
XHMHYECKH H (PU3HYECKH CTabuiieH 3a 72 yaca npH HEKOHTPOIHpaHa TeMIIEPaTypa.

PaztBopsT Ha ComaroctatHH-UCB 3 mg B 1000 ml uax S00 ml sHatpwer xmopua (0,9%) 3a
MapEHTEpAIHO NPHUIIOKEHHE € XHMHYECKH H (QH3HuYeckn ctabmieH 3a 48 uyaca mpH HEeKOHTpPOJHpaHa

TeMIepaTypa.

Pa3tBopeT Ha CoMaTocTaTHH-UCB 3 mg B 50 ml natpues xnopua (0,9%) 3a napeHTepaIHo NpHiIOKEHHE,
NOCTABER B IIJIACTMACOBA CNPHHIIOBKA, CBbp3aHa ¢ PVC noMna 3a KOHTPOAHPaHO OTAENAHE € XHMHYECKHK
H ¢H3nyeckH cTabHAeH 32 48 yaca MpH HEKOHTPOJMpPaHa TEMIIEPATYpa.,

PastBopsT Ha CoMaroctaTHH-UCB 3 mg B pasteop Ha rmoko3a (5 wim 10%) unu pa3TBop Ha ppykrosa
(40%) e xumHueckd M PH3HYECKH cTabueH 3a 48 yaca MpH HEKOHTPOJIKpaHa TeMIIEpaTypa.

Ot MEKpOOHONIOTHYHA Tie/lHA TOYKA MPHUTOTBEHHAT PasTBOP Ha COMATOCTATHH TpsAOBa Ja ce H3MOJ3Ba
BeAHara. B ciyvail, 4ye He ce U3NON3Ba BeAHAra NMPOABIDKATENHOCTTA Ha ChXPaHEHHE M YCJIOBHATA Ca

CBOTBETHO HE NO-ABArO OT 24 Yaca npH Temmneparypa 2-8 °C, OCBEH B CIy4auTe KOIraTO Pa3TBOPLT HE CE
ChXpaHsBa NPH KOHTPOJIMPAHHU H BAIHAMPAHH aCCMTHYHH YCJIOBHAL.

6.5 JlannH 33 onaxkoBKaTa

[IpaxsT € nocraBeH BbB uiakoH OT 6e3uBerHO cThKIO (knac I, Ph. Eur.), 3aTBopeH ¢ rymeHa 3anyinanka
oT OpoMoOyTHN 32 MPOAYKTH, NMOJTYYEHH Cllef CYIIEHE Ype3 3aMpb3BaHe, 3a MAPEeHTEPATHO NPHIOKEHHE
(Ph. Eur.), 3aneuaraH ¢ Kanavka.

O nakoH ¢ eATHHHYHA [03a.

PastBOopuTenar e nocraBeH B Oe31BeTHH CThbKJICHH amitynH (knac I, Ph. Eur).
Besika onaxoBka chabpxka; 1 guakoH H 1 aMnyna B KapToOHeHa KYTHSL.

6.6 Creunajsum npeanasHH MEPKH NPH HIXBLPJIAHE

[Ipeau ymotpeba, npaxa 3a HHPY3MOHEH pasTBOP TpAOBa Aa C€ pa3sTBOPH C IMPHIIOKCHHSA Pa3TBOPHTEI,
KaKTO € ONMUCAHO MO-Tope, H HHKEKTHPaHa B HHY3IHOHHHS Pa3TBOP MPEAH MPUIIOKEHHETO MY.

7. NIPHTEXATEJI HA PASPEINEHUETO 3A YIIOTPEDA

UCB Pharma S.A.
Allee de la Recherche 60




B-1070 Bruxelles,

benrus

8. HOMEP(A) HA PASPEUHIEHHETO 3A YIIOTPEEA

20020757

9, JATA HA IIBPBO PASPEHIABAHE/MIONHOBABAHE HA PA3PEIIEHUETO 3A
YIIOTPEBA

Jara Ha mepBa peructpauus: 17 Onu 1985 (Tepmanus)
Alata Ha nocieiRo noaHoBABaHe: 15 Okromepu 2007 (bbarapus)

10. JATA HA AKTYAJIU3HUPAHE HA TEKCTA

Hoemppu 2008




