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JIHCTOBKA: HHOPOPMAIIHA 3A IIOTPEBHUTEJIA

ComaroctatH-UCB 0,25 mg npax 1 pa3rBopHTes 33 HHXEKIHOHEH pa3TBOP
° ComaroctatuH-UCB 3 mg npax u pa3rBopute 3a HHQY3HOHEH pa3TBOp

CoMatoctatun (Somatostatin)

IipoyeTere BHHMATEIHO LUK/1aTA JIHCTOBKA, NIPEAH Aa 330YHETE JA [IPAEMAaTe TOBA JIEKAPCTBO.

- 3arazere tasu AHCTOBKA. Moxe 1a ce HATOXKH [1a A NpoYeTeTe OTHOBO.

- AKO UMAaTe HAKAKBU JOMBJIHHUTEIHU BBIIPOCH, TIONKHTAHTE Balling nekap niu gpapmalenT.

- Tosa nexkapCTBO € npeaAnycaHo AMYHO Ha Bac. He ro npeorcTonBaite Ha Apyru xopa. To Moxe
Ia UM HaBpedH, HE3aBHCHMO OT TOB&, Y€ TEXHHUTE CHMIITOMH Ca CBhLUMTE KaTo BaiuuTe.

- AKO HAKOSA OT HEXKEJTAHUTE JICKAPCTBEHH PEaKLUH CTAHEe CePHO3HA MNTH 3a0eNexHTe OpYrH,

HEONMCAHHU B Ta3H THCTOBKA HEXE/AHH PEAaKUHH, MO yBeaoMeTe Bauns tekap wiH
¢dapmalleBT.

B Ta3u JHCTOBKA:

Kakeo npeacrapnssa Comaroctarus-UCB ¥ 3a kakBo ce u3nonssa
[penu na npremare ComatoctaTHH-UCB

Kak na npuemare ComaroctaTuH-UCB

BB3MOXKHH HEXENAHH peaKkLH

Kak na cbxpasasate Comaroctatud-UCB

JHombnHutenHa HHPOpMaiius

OV BN

1. KAKBO IIPEACTABJISIBA COMATOCTATHH-UCB H 3A KAKBO CE H3I10JI3BA

ComatocTatHH-UCB ¢ CHHTETHYEH COMATOCTATHH, HAEHTHYEH HA eCTECTBEHHA XOpMOH Ha
xunoTanamyca. CoMaTOCTaTHHBT HMa BaXHA pOJIs B peryiauMsaTa Ha CeKpeudsara H MOTHIHTETa

(nBHMKEHHETO) B CTOMALIHO-YPEBHUA TPAKT, Karo BOAH H A0 HAMAIABAHE HA MPUTOKA HA KPBB KbM
KOPEMHHTE OpraHi.

Comatoctatud-UCB ce »3noi3ea B JeHeHHETO Ha:

o JleyeHue Ha OCTPH CTOMAUIHO-YpCBHH KPBBOH3JIMBH, B PC3YITAT Ha CTOMAILHa HIH

AyoOeHalHa £A3Ba, XCMOparW4H® racTpuTH H KbpBCHC OT Bd4pdHlUH HA XpPaHOIPOBOAA,
YCTAHOBCHH CaMO Ha fazara Ha KIIHHUYHATA KapTHHA HJIK JOKa33dHHU CHIOCKOIICKH.

e Jleuyenue HA UpEeBHH QPUCTY/IM U PHCTYIH HA NaHKpeaca.

CUMNTOMATHYHO JICHEHHE Ha CBPbXCEKPETHpPALUK CHAOKPUHHU TYMOPM HA CTOMALUHO-
YUpeBHHS TPAKT.

e TlpopunakTHka Ha YCNOXKHEHHATa CnEl OnepaldA Ha MNaHKpeaca MM EHIOCKOMCKa
peTporpanHa xonaHruo-nadkpearorpagus (ERCP).

2. TPEJU JA NPUEMATE COMATOCTATHH-UCB

KbM HErOBH NPOU3BOIHH.




Obbprere cneunanHo BHMMaHWe Mpu ynorpebata Ha Comaroctatd-UCB ako umare GuGpeuna
HEOCTATBYHOCT. |

Yrnorpeba Ha Apyru jJeKkapcrna:

Mons undopmupaiite Bawus fekap w1 GpapMaueBT ako NpHeMaTe HIM HAaCKOPO e MPHEMATH APYTH
IEKAPCTBA, BKIIOYHTEHO H TAKHBa, OTIYCKaHH 6e3 pelienTa.

BpeMeHHOCT H KbpMeHe:

[loceBeTsaiite ce ¢ Bauius nekap Wiy gapMauesT npeas ynorpebara Ha KOETO H 1a € JIEKapCTBo.
AKo cTe OpeMeHHa HIIH MHCITHTE, 4e ¢Te OpeMeHHa, Mons nHGopMHUpaiiTe Bamusa nexap.

ComaroctatiH-UCB He TpiaOBa Aa ce H3M0a38a MO BpeMe HAa OpEeMEHHOCT OCBEH B Caydail Ha
KaTeropu4yHa HeoOXOAHMOCT.

ComaroctratuH-UCB e npordBonokaszad npu kbpMauykd. B ciydaii Ha nedeHue chc CoMaTocTaTHH-
UCB kwpmeHeTo Tpabsa fa ce cipe.

Hlodupane u paboTa ¢ MALIHHH:

[Topanu HauvHa Ha npunaraHe (GonHHYHA 0OCTaHOBKA) c€ M3K/IIOYBA BB3MOXKHOCTTA 34 LuoHpaHe
MK paboTa ¢ MalIKWHK 1o BpeMe Ha jeuexde ¢ ComarocTatuH-UCB.

J. KAKJA INIPUEMATE COMATOCTATHH-UCB

CoMartoctaTHH-UCB e npeaHa3sHaveH 3a OOMHUYHO NPHIIOKEHHE OT MEAUIMHCKUTE CEUHAUCTH.

JO03HpoOBKAa:
O6wuuaiinaTta go3a e 3,5 ug/kg TenecHo Terno/yac, UM oOMKHOBEHO 6 mg/24 yaca 3a NALUHEHT C TErno

75 kg, npunaraHa KaTo MpoOAbJLKUTENHA HHTPAaBEHO3HA UHPY3Ud oT 250 pg/yac. BpeMero 3a HHPy3u4
TpabBa ga 6bae 12 unu 24 vaca (CboTBETHO 3a 3 mg 4 6 mg).

[Ipu nauuenTH ¢ TeXKo OBOpedHo yapexaane (KpeaTHHUHOB KAMPBHC < 30 ml/min), nosata Tpsbsa fa

Onae HaManeHa Ha 1,75 pg/kg/uac mox ¢opmara HA mpoAbDKHTENHA HHY3us W 1,75 pglkg karo
bonyc gosa.

Jo3HpoBKa NpH JieueHHE HA FACTPO-HHTECTHHAJIHH XeMOParu:

[Ipunaraneto Ha ComarocraruH-UCB T1psbsa faa 3amoyde npead €HAOCKONCKOTO H3C/IEABaHe,
BB3MOXKHO Hal-Obp30 Cieli IbPBHTE CHMIITOMU HA KbPBEHE U J1a MPOABJDKH 5 JHH, KATO MHHHMAaIHATA
NPOABL/KKTENHOCT Ha Jeuenue ¢ 48 vaca., Karo aonbiHeHHe, BEAHAara Cied Ha4aloTO Ha
NpoAb/LKHTENHATa HHY3uA ce npunarar 3,5 png/kg Tenecua Maca (enuH ¢paakon COMATOCTATHH-
UCB 0,25 mg 3a nauueHt ¢ Terno 75 kg), noa ¢popmara Ha 00MyC HHXEKLHA ¥ oule eaHa 6oayc -no3a
elHa MHHYTa Npeau eHaockonuaTa. boayc go3ute ce puaexaar 0asHO (3a He no-Manko ot 1 MuHyTa),
Cren eHAOCKONHATA NPH NMALMEHTH C MPH3HALIK HA KbPBEHE C€ NpHara cbiiara 001yc HHKEKLHS.

Jo3upoBKa npH JevueHHe HA PHCTYIH HJIH CBPBXCEKPETHPALIH €HIOKPHHHH TYMOpH:
He e HeoOxoaumo mnpunaraHe Ha Oonyc HHXekuua. IIpy moBeueTO MAUMECHTH 3apacTBAaHETO HA

f0-KpaThk) NEPUOA.

IIpuaoxkenne:
o ComaroctatiH-UCB 0,25 mg npax v pa3TBOpHTEN 38 HHKECKUHOHEH.P
Bonyc n03a, 6aBHO (3a He 10-Manko OT | MHHYyTa).




. Comatocratd-UCB 3 mg mpax u pastBoputen 3a HHGY3HOHEH pasTBOP Ce Mpujara Karo
[IPOABLI/DKHTENHAE HHTPABEHO3HA HHQY3HS.

Comatoctatu-UCB Tpsabsa na ce pa3sTBOpH HEMOCPEACTBEHO Npeau ynotpeba ¢ eaHa amnya ot 1 ml

0,9% HaTpueB XJAOpUA 33 MAPEHTEPAIHO MPHJIOKEHHE H CE€ HHKEKTHPa B HHGY3HOHHHSA Pa3TBOpP Npeau
NMPHAOKEHHETO MY.

HeoOxonumo e H3MepBaHe Ha KpbBHATa 3axap Ha BCekd 4 no 6 uaca, KOHTposi Ha OnOpeuHara
QYHKUHA U NNA3MEHUTE HUBA HA €NICKTPOJUTHTE.

Cnen npexbcBaHe Ha JEYCHHETO € HeoOXOoaMMO mnpocnensBaHe edeKkra Ha COMATOCTATHH BBLPXY
XKHU3HEHHTE NTOKA3aTe/H, KPbBHATA 3aXap H riIoMepynHara QuirpalHs.

IIpu cnupadHe Ha neyenuero, ComaroctaTHH-UCB Tpsbpa ga ce npexpcBa NMOCTENEHHO. PA3KOTO

npeKbcBaHe HA HHQY3HATA, 0COOCHO MpH MAaLMEHTH, JieKYBaHH 3a QHCTYIH, MOXE Aa Npelu3BHKA
peCayHn edeKT W BiollaBaHe Ha CbCTOsHHeTo. ETO 3aulo cnep 3apacTBaHe Ha (ucTynaTta, npes
cneapauTe 48 yaca e HeoOXOIUMO MpHAAraHe Ha MOJIOBUHATA OT HA3HAYCHATa A034.

[To-peraiinua undopMaLus 3a JIeKapH ¥ MERHLMHCKH CIIELHATMCTH OTHOCHO NpasHiIHATA ynﬂ"rpeﬁa Ha
Comaroctatui-UCB e npunoxeHa B Touka 6.

AKO HMaTe HAKAKBA AOMBJHHTEJIHH BBIPOCH, CBBP3aHd C ynorpebaTa Ha TO3H NPOAYKT, MOIA
nonuraiite Bauusa nekap Uiy gpapMauesT.

4. Bb3IMOXKHH HEXKEJIAHHU PEAKIIHH

Kakto BcHukH nekapctBa ComaroctaruH-UCB Moxe fa npean3Brka HexelaHH peakuHH, BHIPEKH Ye
HE BCEKH ' [10ay4aBa.

Monsa ysepomere Bawus aekap, B ciayual Ha nosABa Ha HAKOA OT IMOCOYEHWUTE PEaKLMM, KOATO Bu
fesnokod. Haii-yecTo HAOMIOJABAHUTE HEXKENAHH JNEKApCTBEHH peakmHH MNpH IPpUAAraHeTo Ha
ComatoctatnH-UCB ca:

. CopaeyHy Hapyiuerusa: AV-0J0K (HapyllieHHe B npe/laBaHe Ha UMITYJICUTC MEXAY
NpeaChpPAMETO U KaMepaTa Ha ChpLETO), 3abasaHe W ApYro HapylleHHe Ha
CHPACUHUA PHTHM;

. CToMallHO-YpEBHH HapyileHHus: Oonka B KopeMa, AMapus, rajeHe, MOBPbILIAHE;

Hapywexus Ha MeTabonu3Ma: NOBHIlLABaHE WM NOHKKABaHe Ha KPbBHATA 3axap;
ChaoBd HapyLICHHA: IOHKWXKaBaHe HIIH NOBMILIABAHE HA XPBBHOTO HAJIArAHE, M'OPELUH BhIHH.

AKO HAKOS OT HeXeNaHHTE JEKAPCTBEHH PEakiliH CTaHe CEPHO3HA MM ako 3abenexuTe HAKAKBH
HEXENAHW PeaKlUHH, KOMTO HE €A ONMCaHH B Ta3d JMCTOBKA, MOad yBefoMeTe Bawimus nexap Wi
dbapMaLeBT.

5. KAK JA CbXPAHSBATE COMATOCTATHH-UCB

ChxpaHsaBaiiTe Ha MACTO, HEAOCTBITHO 32 ACUA.
Comartoctatud-UCB 0,25 mg aa ce ¢bXpaHiaBa B XNANUTHHK (2°C - 8°C).

Comartoctatud-UCB 3 mg aa ce cbxpanssa noa 25°C.
Ha ce cbXpaHsABa B OpMCHHATHATA ONAKOBKA.

He w3non3saiite nekapCTBOTO Clle] H3THYaHE CpOKa Ha TOAHOCT,
KapTOHCHATA KYTHA.
CpoKka Ha FOAHOCT OTTOBAps Ha MOCNEAHHA JEH OT NOCOYEHMS MeCell.




6. HOITBJIHUTEJ/IHA HHOOPMAIMA

Kaxkso cbabpxa ComatocTaTun-UCB

° AKTHBHATa ChCTaBKa € COMATOCTATHH, NOA HopMaTa HA COMATOCTATHH ALIETAT XMADAT
L

PastBopuTensrT cbaAbpKa HATPHEB XJIOPHA H BOAA 34 HHXKEKLHH.

Comatoctarun-UCB 0,25 mg ce onakosa B CTEK/IEHH (DiakOHH, 3aTBOPEHH C FYMEHa 3alyLUaKa Of

OpomoOyTu/ M 3aneyaTanH ¢ kanauka. Becekn QnaxoH HHY3HOHEH pa3TBOP ChIbpXKA COMATOCTATHH
aleTaT XKAPAT B KOJTHYECTBO €KBUBANEHTHO Ha 0,25 mg coMaTOCTaTHH.

Comaroctatud-UCB 3 mg ce onakosa B CTbKJICHH (UIAKOHH, 3aTBOPEHHM ¢ YMEHA 3afyLianka OT

OpomMOOyTH W 3aneyatanu ¢ kanauyka. Beeku dnakoH HHPY3HOHEH pa3TBOP CBABPKA COMATOCTATHH
aleTaT XUApaT B KOJIHYECTBO €KBUBAIEHTHO Ha 3,00 mg coMaTOCTATHH.

Pa3tBopurenar € nocraBeH B Oe3UBeTHM CTBKJIEHM amnyiad. Bceska ammyna 3a napedTepaiHo
npunoxenue coappka 1 ml 0,9% nartpues xnopua.

Kak uaraexaa ComaTocrarii-UCB H KakBo CHABLPAKA ONAKOBKATA
Comartoctratun-UCB ¢ 651 npax.

Beaka onakoska ComaroctatHH-UCB cbabpka no eauH ¢nakoH COMATOCTaTHH W ¢OHA aMmmyna
paspeiuTen, TOCTaBEHH B KAPTOHEHA KYTHS.

IIpHTEXKATEN HA PA3pELICHHETO 32 YIOTpe0a H NPOU3IBOAHTEN
[Iputexaren Ha paspetweHueTo 3a yrnorpedba: UCB Pharma S.A., Allee de la Recherche 60, B-1070
Bruxelles, bearus.

[Ipoussoguten: UCB Pharma S.A., Chemin du Foriest, B- 1420 Braine-1’'Alleud, benrus.

3a AONMBJHHTENHA HHOOPMALHS OTHOCHO TO3H JIEKapCTBEH MPOAYKT, MOAS CBBPXKETE CE C JIOKAIHHSA
MPEACTABMTEN Ha MPHTEXKATES HA pa3pelleHHeTo 3a ynorpeda:

O CH BH bsarapus EQO/L: ten.: (02) 962 99 20

JdaTta ua nocienHo onobpenue Ha aucroskara: 11/2008

[HocoueHaTa N0-20.1y HHGPOPMALHS € NPEAHAIHAUCHA CAMO 32 MEAHIUHHCKHTE CIeNHAIHCTH:
Yka3zaHua 3a npasunnara ynorpeba Ha ComatroctatiH-UCB ce chbpia B TOYKa 3.

° Enun ¢nakon Comarocratis-UCB 0,25 mg chaspka 0,25 mg coMaTtocTatiH, noa ¢popMara
Ha COMATOCTATHH aleTar Xuapar. CneX pasTBapsHe ¢ nOpHIOKeHHA pasteopuren (1 mb),
KOHUEHTpauHsATa My € 0,25 mg/ml.

. Eann ¢nakod ComarocratunH-UCB 3 mg cuabpxka 3 mg coMaroctaTHd, nox ¢opmara Ha
COMATOCTATHH aueTaT Xxuapar. Cnen pa3TsapsHe ¢ OpUIoKeHHs pasTsoprTen (1 ml), koHUeHTpauusTa
My € 3 mg/ml.

Ot MuKpoOHoOnoriyHa riiegHa Touka NpuroTseHusT pasteop Ha ComaroctarvuH-UCB TpsOsa na ce
H3MON3Ba BegHara. B chay4ai, 4e He Ce H3NON3BAa BeAHAra MPOAB/DKHTENHOCTTA Ha CbX




CoMartocTaTiy-

UCB 3 mg e AOKa3aHO
CMECBaHETO My

¢ ['mokoza

*  ®Dpykrosza 40% HHXXCKLIHOHEH pa3Ts

CbC CriesHuTe pasteopuTe MY
* Hatpues xnopup 0,9% umxexuuonex

5% unu 10% HHXEKIMOHEeH

pH3HYecKy CbBMECTHM K

pasTeop
pasTBop
op
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