JIncroBka: HHpopmManHs 32 NaNHEHTA Avvvols g‘/ A

Canpocratun LAR 20 mg npax u pa3TBOpHTE/I 32 HHAKEKIUHOHHA CYCIIeH3Hs
Sandostatin LAR 20 mg powder and solvent for suspension for injection
~8'7r7o- 1
Canpocratun LAR 30 mg npax u pa3TBopHTe’1 32 HHKEKIHOHHA CYyCNeH3Hs
Sandostatin LAR 30 mg powder and solvent for suspension for injection

OKTpeoTH]1 (octreotide)

ﬂpoqueTe BHHMATEJIHO NAJIATA JIMCTOBKA, IPE/AH A 3aAlI0OMHETE 1a H3110JI3BATE TOBA

JIeKapCTBO, ThH KAaTO TH ChAbPKAa BaKHa 3a Bac nndopmanus.
- 3ana3zere Ta3u JIMCTOBKA. MoOe /1a ce HaJI0kKH J1a i NPOYeTeTe OTHOBO.

- AKO UMaTe HAKaKBHU JOMbJIHUTEIIHHU BBITPOCH, nonutaire Bauuvs JICKap, [IJHPMEILIEBT HUJIH

MeJIMIIMHCKA cecTpa.

17 -01- 2005

- Tosa siekapcTBO € npeanucaHo Ju4HO Ha Bac. He ro npeorcrensaiite Ha apyru xopa. To moxe
J1a UM HaBpEJIM, HE3aBUCUMO Y€ MPHU3HALIMTE HA TAXHOTO 3a00/gBaHe ca ChluMTe KaTo Bawuwure.
- AKO MOJIy4YUTE HAKAKBH HEXKEJIaHU JIEKAPCTBEHHU peakluH, yBeaomere Bawusg sexkap,
(hapmaLIeBT WJIM MEJIMIIMHCKA cecTpa. ToBa BKJIIOYBA U BCHYKH Bb3MOXKHH HEXEJIaHW peaKLHH,

HEeOornucaHy B Ta3H JIMCTOBRKA. BUkTe Touka 4.

KakBo chabpka Ta3H JHCTOBKA
KakBo npeacrasissa Cangocratid LAR M 3a KakBO ce H3noJi3Ba

l.

3 KakBo TpsaOBa jaa 3Haere, npeau aa usnonssare Cangocratud LAR

. Kak na u3nonszsare Cangocratud LAR

4. BB3MOXKHH HEXKEIAHU peakLIMH

3 Kak na cexpanssare Canjgocratud LAR

6. ChabprkaHHe Ha ONAKOBKATa W JIOMbJIHUTEIHA HH(OpMaLUS

1. Kakso npeacrasasiBa Canjgocratun LAR H 3a KakBo ce H3noJji3sa

CanjocrtaTiH LAR € CHHTETHYHO CBhEIUHEHHE, MPOU3BOJHO Ha cOMATOCTATHH. COMATOCTATHH €

HOPMAaJIHO CBHLIECTBYBALO B OpraHU3Ma BELLIECTBO, KOETO MOTUCKA JICHCTBHETO HAa peIHLia XOPMOHH,
KaToO Harnpumep XopmoHa Ha pacrexa. [lpeaumerara Ha Cannocratud LAR nipes comarocraTuH ca

[10-MOLLHHAT U NMO-MPOABIKUTEIEH e(EeKT.

Canpocratun LAR ce npunaara 3a
® JieYeHHe Ha aKkpoMerasus

AKpoMmerajauaTa € CbCTOsIHHE, ITPU KOETO OPraHUu3MbT MPOHU3BEXK/1a PACTEKEH XOPMOH MHOTO MOBEYE
oT He00X0aAUMOTO. [IpH HOpMAaJIHU YCJIOBHSA PacTEKHUAT XOPMOH KOHTPOJIMpPa HapaCcCTBAHETO Ha
TbKAHUTE, OPraHUTE U KOCTUTE. Y BEJIMYEHATA NPOJYKLIMSA Ha PaCcTeKEH XOPMOH BOJIH /10 HapacTBaHe
Ha pa3Mepa Ha KOCTHTE U TbKaHUTE, 0COOEHO Ha Jy1aHuTe U cThnanara. Cangocratid LAR
3a0€J1eKMMO HaMaJIiBa CUMIITOMUTE Ha aKpOMeErajius, KOMTO BKJIKOUBAT Ii1aBo0oue, u300MITHO
U3MOTSABaHE, CKOBAHOCT HA pbLETE U KpakaTa, ymopa v 00JIKH B ctapuTe. B nosevero ciryyau

CBPBXITPOAYKLHUATA HA PACTCKEH XOPMOH CE€ TIPEAH3BUKBA OT YBCIIMYCHHUC HA XHHDd)HBHElTH AU1C34a

(xunoduzen ageHom). Jleuenuero cbe Cangocratud LAR mMoxe 1a 1oBejie 10 HaMajlisBaHe Ha

pasMEpHUTE Ha a1€HOMaA.

CannocratuH LAR ce u3noJi3Ba 3a JieueHHe Ha NalMeHTH ¢ aKkpoMeraJius:

- KOIraTo JIpyruTe METO/IM 3a JIeYeHHEe Ha akpoMerajius (OrnepaTuBHO JieYEHUSHIAT :.- T

ca HENOJAXOASILH WU HEe 1eUCTBAaT;

- cjie Jipyereparud, 3a NOKpUBaHE Ha MEXKJIUHHHA TICPHO /10 IMOCTHIaH ‘ﬁ‘

HCHA.
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¢ 33 0OJIeK4aBaHE HAa CUMIMTOMHTE, CBbP3aHH ChC CBPBXIIPOAYKLIMATA HA HAKOU CIELHPHYHH
XOPMOHH H APYTH noaoOHH BELLECTBa OT CTOMAXA, YepBaTa WiH naHKpeaca.
CBpbXNPOAYKUHMATA Ha criePUUHH XOPMOHH H APYrH NoA0OHM BewecTBa, MOXe Aa Obae
npeAH3BHKaHa OT HAKOH peakH 3abonsBaHMA Ha CTOMaxa, YepBara M naHkpeaca. Tosa oau 10
HapylllaBaHe Ha HOPMATHOTO XOPMOHAJIHO PaBHOBECHE HA OPraHW3Ma M € CBbp3aHO ¢ NMOsABaTa Ha
peaMLa CHMITOMH, KaTO NPUCTBITH Ha 3avepBABaHE, IHAPHs, HUCKO KPBBHO Hanarase, 0OpueH
sary6a Ha Terno. Jleuenuero cbec Canpoctatud LAR noanoMara KOHTPOJIHPAHETO HA TE3H CHMITTOMH.

. NeYeHWe HA HEBPOSHAOKPHHHH TYMOPH, JTOKAJIM3UPaHy B YepeaTa (Harp. armeHIUKCa, ThHKHTE
YyepBa WIH KOJIOHA).

HeBpoeHAOKPHHHHTE TYMOPH ca peIKH TYMOPH, KOMTO MOrar Aa 6bAaT OTKPHTH B pasjiMMHH YacTH Ha

tanoto. Canaocratid LAR ce v3non3ea 3a KOHTPO/IIMPAHE Ha pacTeXa Ha TE3H TYMOPH, KOraro ca

NOKANU3UpaHH B YepBaTa (Hamnp. aneH/IMKC, TbHKH 4e€pBa HIIH KOJIOH).

. JIeYEHHE Ha TYMOPH Ha Xunodu3aTa, KOUTO NPOH3BENKAAT NPEKANEHO rOJISMO KOJIHYECTBO
THpeocTHMYNupau XxopMmot {TCX).

[MpekaneHo roaMOTO KOJIMUECTBO THpEOCTUMYIHpaul Xxopmon (TCX) BoaH 10 XHITEPTHPEOUAN3IBM.,

CaHpoctatud LAR ce H3Mon3Ba 3a JieueHWe Ha Xopa ¢ TYMOPH HA XUINOGHU3aTa, KOUTO [IPOU3BEXIAT

NPEKaieHO roSMO KOJIHYECTBO THPEOCTHMY Hpall xopmou (TCX):

- KOraTo JIpYrUTe BHAOBE JIEUEHHE (ONEpaTHBHO WM JTBUYETEPANH) HE CA NOAXOAALUA HITH HE
IEUCTBAT;

- c/iell ThueTepankus, 3a 4a ce MOKpHE MEXAWHHHA NEPHOM, JOKATO 3alo4He Aa ACHCTBA
JBUYETEpANHATA.

2. Kakso Tpa6Ba 1a 3HaeTe, npead 1a n3noaisare Canpocratin LAR

CneaBaitre BHUMATEIHO BCHYKH HHCTPYKLIMH, JajeHd oT Bawug nekap. Te Moxke na ce pa3nuvaegar ot
rHpopMauuaTa, ChAbPIKALLA CE B Ta3H JIUCTOBKA.

IMpouerere cnegHuTe oOACHEHHA, PEAU Aa 3aroyHeTe Aa uanonassare Canaoctatdl LAR.

He uinonzpaiite Canpocraran LAR:
- aKoO CTe aJIEPrHUHH KbM OKTPEOTHA MIIM KbM HAKOA OT OCTaHaNUWTE ChCTaBKH Ha TOBA JIEKAPCTBO

(u3GpoeHH B TOUKA 6).

IpenynpexieHHS B NpeaANa3HH MEPKH

INoeopere ¢ Baiuug nekap, npeau aa uinonassare Canaocratid LAR:

- aKo 3HAETE, Y€ UMATE HIThYHH KAMBbHH UM CT€ UMAJIK TAKHBA B MHHAJIOTO WIH Bb3HHKHAT
HAKAKBH YCJIOXKHEHHMS KATO BUCOKA TEMIIEPATYpa, TPECKA, KOPEMHa 00JIKa UK MOXKBITABAHE HA
KOXKATa WK o4UHTe, HHpopmupaiiTe Bamus nexkap, ThbH KATO NPOABKHTENHOTO H3IOJI3BAHE Ha
Cangocratud LAR Moxe aa noeesie 1o o0pa3yBaHETO Ha MJTbYHH KaMbHH. BamusaTt nekap
MO>KE [1a MOXKENae Aa NpoBepABa NEPHOAKYHO KINbUHUA BU Mexyp.

- ako uMmare auabet, Tvi kaTo Canaocratdd LAR Moke na noBiHge HUBaTa Ha KPbBHATA 3axap.
Ako umate aHadet, TpaORa PSAOBHO Aa C/AeAUTE HUBATA Ha KPBBHATA CH 3axap.

- aKO CTE€ MMAaJI B MMHAJIOTO HeAOCTHUr Ha BUTaMHH B12, Bamusdar nekap Moxke a noxenae na
NMpoBepABa MEPHUOANYHO HUBATa HAa BUTAMHH B12.

H3ciieaBaAHHA H TECTOBE

noxesnae nepuoAMHHO Aa NpoBepaBa PyHKUHUATA Ha Baulata UTOBHIIHA #JTe3a.

BawusaT nekap e caead GyHkuuaTa Ha yepHus Bu npod.

Bawuat nekap MOKe Aa NOUCKA 2a NPOBEPH €K30KPHHHATA (PyHKUMA HA NaHKpeaca




Hena
Mma manbk onur ¢ ynorpedara va Cangocratid LAR npu aeua.

Npyra nekapcrea B Canpocratun LAR
Undopmupaiite Baiing nekap nnu gapmalieBT, ako NpUeMaTe, HACKOPO CTe NpUeMany Wiu €

Bb3MOXKHO J1a IPHEMETE JAPYTH JIEKAPCTBA.

[To npyuHUMN MOXE [1a IPOIb/KHUTE Aa NpHEeMaTe APYTH JIEKAPCTBa, JIOKATO C€ JIEKYBaTe ChC
Canpoctatud LAR. CroOmaga ce, ye Canpoctatud LAR noepnuaBa HAKOH JieKapcTBa KaTo
LMMETHANH, LIUKIIOCTIOPHH, OPOMOKPHITHH, XHHUAWH U Tep(peHaHH.

AKO NpHeMaTe NeKapcTBa 3a KOHTPOJ Ha KPbBHOTO HajiArane (Hanp. beta O610kepH WK KaILHEBH
AHTAOHUCTH) WM CPEACTBA 33 KOHTPONA HA BOAHUA U EJIEKTPOJIMTEH DanaHC, MOXKE 1a C€ HANOXKH
BamuaT nexkap aa npoMeHH no3arta Bu.

Ako uMaTe guader, MOXe J1a ce HanoKH Bawuar nexap na npomedu Bawara 503a HHCYJIHH.

Axko Bu npencrou paarodapmalieBTHuHa Tepanus ¢ ayteuues (7 Lu) okcogotpeorna, Bawmst nekap
MO3Ke Ja cripe W/iiM Ja ananrupa aeueHneto Bu cve CanpocratiH LAR 3a kpaThbK nepHoOA OT BpeMe.

bpemMeHHOCT H KbpMeEHE
AKo cTe OpeMeHHa WM KbPMUTE, CMATATE, Y€ MOXKE Ja CTe OpeMEHHa WK IUlaHKpaTe OPEMEHHOCT,

nochBeTBakTe ce ¢ Baluusg nexap npeam ynorpebara Ha TOBa JIEKapCTBO.

CanpocratiH LAR TpabBa na ce mnpunara no BpeMe Ha OpeMeHHOCT, CaMO Mp# KpanHa
HeoOX0AUMOCT.

[To BpeMe Ha JieUeHHETO XEHUTE C ACTEPOCH NOTEHUHAN TPA0Ba 1a H3NON3BAT €PEKTHBHH METOMIH 3a
KOHTpallenLuus.

He Tpatea na xepmute, aokato ynorpedbasate CanaoctatiH LAR. He e uzsectHo aanu CangocTaTvH
LAR npemuHaga B KbpMmara.

Illodupane n padorTa ¢ MAIIHHH
Cangocratia LAR He noBnuaBa Uiy nosaydsea npeHeOpekumo cnocobHoCTTa 32 WodHpaHe W pabora

¢ MamuMHy. He3aBUCHMO OT TOBA, HAKOH OT €PeKTUTE, KOUTO MOXKETE A3 MU3MHTATE, JOKATO
uznomseare Canpocratil LAR, kaTo rnasofonyve W yMopa, MoraT ga Hamanar cnocobnoctra Bu 3a

uiopupane 1 6e3onacHa paboTa ¢ MalLHHH.

ToBa nekapcTBO ChAbpka No-Mainko ot 1 mmol (23 mg) HaTpuit Ha GRAKOH, T.€. MOXE [1a Ce Kaxe, 4e
MPakTHYECKH He ChAbPiKa HATPHH.

3. Kak ga manoazeare CangocraTiRH LAR

CanpoctaTud LAR BHHaru TpaGea aa ce npunara noja popMara Ha MyCKyJTHa MHXEKUHd B 00J1acTTa
Ha cepanuieto. [Ipu Bedka cieBalia aniMKalus, NABaTa M ISCHaTa CTpaHa TpsOBa la ce pelyBar.

AKko cre Hinoaisaau noseue CanaoctatnH LAR oTKOIKOTO € HEoDX0AHMO
Hsma faHHM 3a XXHMBOTO3acTpallaBallli peakiiuy cnen npeaosupane cbe Canaocratni LAR.

CHMITOMHTE Ha MPEAO3IUPAHE Ca: TOPELLIM BbIIHH, HECTO YPHUHHUPAHE, YMOpa, Jefpecus,
JIUTICA Ha KOHLICHTPALIMA.

AKO MMCIIMTE, Y€ CTE NPEJO3UPAHN H HINUTATE NOAOOHH CUMITTOMH, KOHCYJITHP
nekap He3abaBHO.



AKo cTe nponycHand ga nznoassare CanpocraTun LAR

AKo cTe 3a0paBHiIH 32 NOCTABAHETO HA WHXKEKLMATA, [TPENOPLYUBA CE€ /1A 1 HANPABHTE BEHara, clic]
KaTO CE€ CeTHTE 3a TOBa, CJIEA KOETO MOXKE Jia MPOAB/DKUTE JIEYEHHETO M0 NpeanucaHaTa cxema. He e
OMacHO, AKO 3aKbCHEETE C MPHUJIATAHETO HA JIEKAPCTBOTO C HAKOJKO JIHH, HO € Bb3MOXKHO BPEMEHHO
OTHOBO J1a ¢€ MOABAT CUMIITOMUTE Ha 3a00/I9BaHETO, JOKATO CE BbPHETE KbM HOPMAJIHATA CXE€Ma Ha

MPUITIOKEHHE.

Axo cre cnpeinn ynorpebara na Cangoctatnd LAR

Axo npeycraHosure neueHueto cbe Cannocratud LAR, e Bb3MoxHOo Bawinte cumnromn na ce
nosaBAT oTHOBO. [lopaaM Tasu npHunHa He TpsaOBa Ja cnupare ynotpebdata Ha Cannoctatid LAR,
ocBeH ako BawmaT niekap He By kaxke 1a ro HanpaBuTe.

AKO MUMaTe HAKAKBY AONBJHHTENHH BBIPOCH, CBbP3aHU ¢ ynoTpedara Ha ToBa JIEKapCTBO, NONUTANTE
Bawus nekap, MEAKLIHHCKA CECTpa HIH GapMalEeBT.

4. Bn3MOKHH HEXKEJAaHH PEAKIHH

KakTo BCHYKHU JIEKAPCTBA, TOBA JIEKAPCTBO MOXKE A [PE/IH3BHKA HEXENaHH peaKLIMH, BRIIPEKH Y€ HE
BCEKH I'M NOJTy4aBa.

Hsaxon HexeJlaHH peakiun MoraT aa Obaar ceprozan. Madopmupaiite Bamnsa nexap
He326aBHO, K0 MOJIYURTE HAKOSA OT CIeIHHTE HEXKEJTAHH PEAKIHH:

Muoro yecT (Morar Aa 3acerHat noseue or 1 Ha 10 qymm)
. KaMBHH B »KabUKaTa, BOACUIM A0 BHE3anHa 0oka B rbpba;
. [IpekasieHO BUCOKO HUBO Ha KpBLBHATa 3axap.

YecTn (Morar aa 3acersar ao 1 Ha 10 gywn)

. HemocraTbuHa aKTHBHOCT Ha LUTOBHAHATA AJ1€3a (XMMOTUPEOMAN3IbM ) NMPEAH3BHKBAINA
NPOMSAHA B ChpAeYHAaTa YECTOTA, ANETHTA HIIH TEJIECHOTO TErJ0, yMOpa, ycelllaHe 3a CTY UIn
NOAYBAHE OTINPEA Ha LIKATA,

. [TpoMsHa B TecTOBETE 3a (PYHKUMATA HA LIMTOBUAHATA HJIE3a;

. Bob3naneHue Ha KTbYHHA MEXYD (XONELMCTHUT), CHMIITOMHUTE MOTAT 4 BKIIOYBAT OOJKa B
rOpHaTa JACHA 4aCT Ha KOpeMa, BUCOKA TEMIIEPATYPa, raJIeHe, MOXKb/ITABAHE HAa KOXKATa H
ouuTe (GKBJITEHHLIA);

¢ [TpekaneHo HUCKO HHBO HA KPbHBHATA 3axap,
. HapyiueH ratoko3eH TolepaHc;
. 3abaBeH CbpACUYEH PHTHM.

HeuecTn (Morat aa 3acerdar ao | na 100 gyumm)
. YKakaa, oTaeNgHE HA MANKO KONHMUECTBO YPHHA, ThMHA YPHHA, CyXa 3a4CpBEHA KOXKa,

. YckopeH cbpReveH PUTEM.

Jpyry cepHO3ZHH HEXKEJTAHH PeaKlHH

. CBpBbXUyBCTBHTENHOCT (AN€PrHYHH pPEeaKLiMHi) BKIIOYHTENHO KOXKEH oOpuB,;

. Buj anepruuna peakuus (aHaguiakcua), KOSTO MOXKE Aa MPEAU3BUKA 3aTPYAHEHO MPEriblIaHe
WJIM JMLLaHe, OTOK H M3TPbIIBAHE, BEPOATHO C NOHKKEHHE HA KPBBHOTO HasAraHe, NpHAPY>XXEHO
OT 3aMassHOCT HJIK 3ary0a Ha Ch3HAaHHUE;

. BnananeHue Ha MaHKpeaca (MaHKPEaTHT); CHMNTOMHMTE MOraT Aa BKIKOYBAT BHE3AMgORE.E
ropHaTa 4acT Ha KOpeMa, raZicHe, NOBpbllUaHe, JHAPUS; / ‘,SE,HLLHH /700

. Bb3ananeHue Ha 4epHus Apo6 (XeNnaTuT), CHMITOMUTE MOTAT Ja BKIOUBAT NOyhAT RIHgMA 5(%0
KOXATa M OUMTE (KBATEHHLA), Fa/IeHe, IOBPBUIAHE, 3aryba Ha aneTuT, ycelughds: s\ O
HEPa3NoNoKEeHUE, ChpOex, CBETIIO OLBETEHA YPHHA; % "3 CEE. |

. HemnpaguneH CbpaeteH pUTHM; S \BERL 2 |

. Hamanssane 6pos Ha TpoMOOLIMTUTE B KPbBTA; TOBA OM MO0 Aa I0BEAE A0 NRBM '1_3 T ?@;/ ,/

e TS,



KbpBEHE WU CHHHHM.

Uudopmupaiite HezabasHo Bainns nekap, ako 3abenexure HAKOA OT ONMCAHUTE MO-rope HEXEIaHH
peakuuy.

JApyra HeXKe/laHH peaKUHH;
Undopmupaiite Bamnsa nekap, dapmMaueBT Hay MEAHLMHCKA CECTPa, aKO 3a0€N1€KHTe HAKOS OT
ONMKHCAHUTE NO-A0JTY HeXeNaHH peaklidi. Te OOUKHOBEHO Ca NEKH M OT3BYYaBaT B X0/ Ha JICYEHHUETO.

Muoro 9ecTH (MOrar jaa 3acerHar rnoeeue ot | Ha 10 xymmn)
Huapus;

KopemHa 6onka;

["apgeHe;

3anex;

MeTteopu3bM (razose);

[ napobonme;

bonka Ha MACTOTO HA MHXKEKTHpPAHE.

Yeern (MoraT 1a 3acerHar ao | Ha 10 gywum)

HuckoM@opT B CTOMaXa clel HaXpaHBaHe (JUCTIENCH ),
[IoppbluaHe;

VcewaHe 3a NBJAHOTA HA CTOMAXa,

Ma3zHH H3NPa>KHECHUA,

Kainaeu U3npaxxHEHUA,

[TpoMsHa B 1BeTa Ha H3NMPAKHEHHUATA,

3aMasHoOCT;

3aryba Ha aneTuT;

[Tpomana B yepHoaApoOHHUTE GDYHKLIHOHAIIHH TECTOBE;
Koconana,;

3anyx;

Cnabocr.

AKO nojyurTe HAKAKBU HEXENaHU NEKAPCTBEHH peakLuy, yBeaomere Bainsg nekap, MEIHLIMHCKa
cecTpa WiH (papmalesT.

Cro0maBane HA HEXKEIAHA PEAKIXHH

AKO noNy4MTe HAKAKBM HEXEJaHH JIEKAPCTBEHY peakiivy, yeeaomere Baiung nekap, papMauesT uinu
MEAMLIMHCKA cecTpa. ToBa BKIIOYBE BCHYKH Bb3MOXHH HEOMUCAHH B Ta3H JIMCTOBKA HEXEJIaHH
peakudi. MoXeTe Cbilio Aa ChOOLMTE HEXKENaHH peakUHd JUPEKTHO Ype3 HALMOHAITHHA perynaTopeH
OpraH Ha aapec:

bovarapus

HUinbanuTenHa areHUHUA MO JieKapcTBaTa
yn, ,,Jlamau I'pyer” Ne 8

1303 Codmus

Ten.: +359 2 8903417

yeGcaiiT: www.bda.bg
KaTto crobiaBaTe HEXENaHH peaKkiiui, MOXKETE 1a Aaaere CBOs MPHHOC 3a MoJy4YaBaHe Ha NoBEYe
HH(pOpMaLIHg OTHOCHO OE30MacCHOCTTa Ha TOBA JIEKAPCTBO.
3. Kak aa cexpanasate CanagocratnH LAR

Jla ce cbxpaHABa Ha MACTO, HEAOCTBITHO 32 JcLia.




Jla ce cbXxpaHsiBa B OpMIrHHaJIHaTa OMaKOBKa, 3a J1a Ce Npe/inas3y OT CBET/IMHA.

Jla ce cbxpansiBa B xj1aauiaHuk (2°C no 8°C). /la e ce 3ampassBa.

B nens Ha unxkekrupane Canpocratud LAR moxke na ce cbxpanssa npu temneparypa noa 25°C.
He tpa6sa na cexpanssare Canynocrtatud LAR cnen pasrBapsHe (TpsaOBa jia ce M3110/13Ba Be/iHara).

He u3nonzBaiiTe TOBa JIEKAPCTBO CJie/l CPOKA HA FOJAHOCT, OTOENA3aH BbPXY €THKETa Ha (p1akoHa U
kaproHeHata onakoska cien . EXP/I'onen 10:”. CpoKbT Ha rOAHOCT OTroBapsi Ha MOCJIe/IHUA JIeH OT
MOCOYEHUS MeEcCell.

He u3nosizBaiTe TOBA JIEKApCTBO, aKO 3a0eJ1eKUTe YaCcTHLIM WIIK TIPOMSIHA Ha LIBETa.

He u3XBBpJIsiATE JIeKapcTBaTa B KaHAJIM3alMaTa WM B KOHTEHHEpa 3a JIOMAllHH OTNa/IbLH.
[Tonuraiite Bamusa dhapmaneBT Kak jla M3XbpJsTe JIEKapCcTBaTa, KOUTO Beye He u3nosspare. lesu
MEPKH L1ie CIIOMOTHAT 3a Ona3BaHe Ha OKOJIHaTa cpena.

6. Chabpkanne HA OMAKOBKATA H J0N'bJIHHTEIHA HHpOpMaAHA

Kakso cbabpxa Canpocratun LAR
- AKTHBHOTO BELLECTBO € OKTPEOTH/L
Eaun ¢nakoH cbabpka 20 mg uau 30 mg OKTpeOTH L (KaTO OKTPEOTH/L alleTaT)
- Jlpyrure cbCTaBKH ca
B npaxa ((nakon): nonu (DL-naktua-ko-raukonna), manuron (E421).
B pa3TBOpHTEIA (NpeaBapUTEIIHO HAITbJIHEHA CIIPUHLIOBKA): HATpUEBA KapOOKCUMETHIILIENTYJI03a,
mauuToa (E421), nonokcamep 188, BO/1a 3@ MHIKEKLIMH.

Kak n3ranexna Cangocratin LAR B KaKBO ChABp/KA ONAKOBKATA

EaMHUYHA ONakoBKa, Chbpkaiia e/iud 6 ml cTbkieH (uiakoH ¢ rymeHa 3anyiuajika (OpoMoOyTHiioBa
ryma), 3aneyvaraH ¢ aJlyMMHHEeBa oOKaTKa, ChbprKalll Mpax 3a HHXKEKLIMOHHA CYCIEH31s U e/1Ha 3 ml
Ge3LBETHA MMPEeABAPUTETHO HAITbJIHEHA CTHK/IEHA CIIPUHIIOBKA, 3aTBOPEHA ¢ JBE (XJI0pOYTUIIOBH)
3anyllajiky, npeaHa v Ha OyTanoro, ceabpskauia 2 ml pa3rBopurell, OakoBaHa B 3arne4varaHa
OAMCTEPHA MTOCTABKA 3a€/1HO C €MH ajanTep 3a (pJ1akoH M e/1Ha 00e30MnaceHa HHKEKIIMOHHA UIJla.

ChCTaBHA OMAKOBKA OT TPH €JJMHUYHM OMAKOBKH, KaTO BCAKA €/IMHUYHA OMNAKOBKa Ch/IbpiKa: €/1MH 6
ml cTeKIEH (akoH ¢ rymeHa 3anyiuaika (OpomoOyTHI0Ba ryma), 3arevaraH ¢ alyMMHHEBa OOKaTKa,
ChUbpKAlll 1TPax 3a MHKEKLIMOHHA CYCreH3us H e/iHa 3 ml Oe3uBeTHa npe/IBapuTe/IHO HaMb/IHEHA
CTHKJIEHA CIIPUHILIOBKA, 3aTBOPEHA ¢ JiBe (XJI0pOyTHIOBH) 3aMyllIaJIKH, MPeJIHAa U Ha Oy TasoTo,
chabpKama 2 ml pa3rBopures, ornakoBaHa B 3aredyataHa OJIMCTepHa MOCTaBKa 3a€/1HO € €/IMH ajanrep
3a (pJIAaKOH W e1Ha o0e30naceHa HHXKEKIIMOHHA HUria.

He BCHUKM BMAOBE OMAKOBKM MOrar jia ObaaT nycHaTH B 1pojiaxoa.

[Mpurexares HA pa3pelIEeHHETO 32 ynorpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Upnanaus

[IpousBoaunresi(m)
Novartis Pharma GmbH
Roonstrasse 25

90429 Nuernberg
['epmanus

Novartis Farmacéutica SA

Gran Via de les Corts Catalanes, 764
08013 Barcelona

HUcnanus




3a JOMBJAHUTEHA HH(OPMALIMS OTHOCHO TO3H JIEKAPCTBEH MPOAYKT, MOJIsi CBPIKETE C€ C
JIOKAJIHUS NPEJICTaBUTE) HA TIPUTEKATEIsl Ha pa3pelieHHeTo 3a ynorpeoda:

Novartis Bulgaria EOOD

oyn. Hukona Banuapos Ne 55,
EKCIIO 2000, crpana 4, et. 4

Codwus 1407

Ten. 02/489 98 28 daxc: 02/489 98 29

ToBa JieKapcTBO € pa3penieHo 3a ynorpeda B Abp/KaBuTe - 4IeHKH HA EBponeHckoTo
HKOHOMHYECKO MPOCTPAHCTBO MO/ CJI¢/IHHTE HMEeHa:

Asctpus, bbnrapus, Xbpearcka, Kunbp, Hexus, Jlanus, Sandostatin LAR
Ecronus, ®unnanaus, ['epmanus, ['bpums, Yurapus, Uciaanams,

Upnauaus, JlarBus, Jlutea, Manta, Hopserus, [lomna, PymbHus,

Cnosakus, CiopeHus, Mcnanus, Llseuus

benrus, JliokcemOypr, Huaepiaanaus . Sandostatine LAR
Uranus, [Topryranus Sandostatina LAR
ORETIGE Sandostatine L.P. I

JlaTa Ha MOCJIE/IHO npepasriexaane Ha Jucropkara: 10/2024

JIpyra n3ToMHHIH HA HHPOpMANHSA
[TonpoGHa uHdopmalMs 3a TOBA JIEKApPCTBO € NpeocTaBeHa Ha yeOcaiira Ha M3nmbiHuTe IHA areHuus

o siekapcreata www.bda.bg

[Tocouenara no-nouy uHdopmaLms € npeHazHayeHa camo 3a MeJIMUMHCKH CMNEeLHAJIMCTH:

Koako Cannocratun LAR TpsOBa na n3noJizsare

Axpomeeanus

[IpenopbuMTeNHO € JieueHueTo aa 3anoue ¢ npuiarade Ha 20 mg Canpocratud LAR nipe3 4-
ceJIMMUYEH MHTEPBAJI B NpoAb/KeHHe Ha 3 meceua. [laumenTure, nekyBanu ¢be s.c. CaHI0CTaTHH
mMorar Jia 3anoy4Har jedyeHue cbe Canpocratud LAR Ha cieaBaims aeH e/l npuiaraHe Ha
nocieanara jao3a s.c. Canjgocratus. [locnensaino ajantupade Ha ao3ara TpsaOBa j1a ce 0asupa Ha
HUBaTa Ha pacTexxHUs XOpMOH (PX) M Ha KOHLEHTpPaLIMHTE HA HHCYJIMHOTO00HHS pacTeKeH aKTop
1/comatomenun C (IGF-1), kakTo M Ha KJIMHUYHUTE CUMITTOMH.

[Ipu nauMeHTH, NPH KOMTO HE € MOCTUIHAT MbJIEH KOHTPOJI BbPXY KIMHHYHHMTE U OMOXUMHUYHHTE
napamerpu (PX; IGF-1), B paMkuTe Ha TO3H 3-MeceueH nepuos (KoHueHTpauus Ha PX Han

2.5 mukporpama/l), 1o3ara moxe aa ce noBuiK 10 30 mg Ha BCEKH YE€THPH CEIMULIK. AKO Clie]l
3 meceua PX, IGF-1 w/unu cuMNTOMHTE HE C€ KOHTPOJIMpPAT aJeKBaTHO ¢ /1032 OT 30
na ce nopuiuy 10 40 mg Ha BCEKU 4 CE/IMHULIM.

[Ipu naumeHTH, NpH KOUTO ciel 3 meceuHo nevenue ¢ 20 mg Canpocratud LA
3ana3paHe Ha KoHueHTpauusaTa Ha PX noa | mukporpam/l, Hopmanusupane Ha
koHueHrpauus Ha IGF-1 u oT3By4aBaHe Ha no-rossgma 4acT OT OOpaTUMHMTE CH
aKpoMerajiusaTa Moxe Ja ce npunara 703a 10 mg Ha Bceku 4 ceamMuum. B Tasu



obaue, ¢ HeOOX0AMMO BHUMATEJIHO NpocieaaBaHe Ha KOHUeHTpauuuTe Ha PX v 1GF-1 1 Ha
KIMHHYHHTE NPOABH/CUMATOMM Ha 3a0onsBaHeTo NMpH Ta3H HKUCKa ao3a Canpoctatud LAR.

[Tpu naumeHTH HA ycraHoBeHa ao3a CanpocratiH LAR, € He00x0a1MMO CepyMHHTE KOHUEHTPALIMHK HA
PX v IGF-1 na ce npoc/ieasaBaT Ha BCEKH 6 MeceLa.

Tacmpo-enmepo-nankpeamuysu enOOKPUHHU MyMOpU

. Jeuenue na nayuenmu cvC CUMNMOMY, CEbP3AHU C (DYHKYUOHATHO QKMUBHU 2ACMPO-EHMePO-
NAHKPEAMUYHU HEBPOEHOOKPURHU MYMODU

[IpenoppuYMTENTHO € a ce 3anovHe neueHue ¢ npuiarade Ha 20 mg Canaocrarud LAR Ha 4-ceamuuHy

nHTepBany. [lauueHture Ha jeveHne ¢be s.c. CaHAOCTATHH TpaOBa Aa NPOABLIKAT ¢ NPEAX0AHATA

e¢eKTHBHA 1032 B IPOABLIDKEHUE HA 2 CEIMHULIK, CNE TIPHIAraHe Ha NbpBaTa HHXKeKIHU CaHI0CTaTHH

LAR.

[Tpu nanmeHTH, MPY KOUTO € MOCTUTHAT A00BP KOHTPOA HA CUMIITOMHMTE U OHOJOrMYHUTE MapKepH
cJie]l MPOBEX/1aHe Ha 3 MECEYHO JIeYeHHE, N03aTa Moxke Aa ce Hamanu Ha |0 mg Canpocratud LAR

Ha BCEKH 4 ceIMMULIH.

[1py nanyeHTH, NPU KOMTO CHMIITOMHTE Ca CaMO YaCTHYHO OBJIaIiHHU CJIe[l IPOBEAECHO 3 MeCeHHO
NeYeHHe, 103aTa MoxKe Ja ce nosyiud Ha 30 mg CanpocratuH LLAR Ha BCcexH 4 ceamuuu.

B JHHTE, B KOUTO CHMINITOMHUTE, CRBP3aHH C racTPO-EHTEPO-NaHKPEATUUHY TYMOPH CTAHAT HO-CHITHO
H3pa3eHu B Xo4a Ha nedeHue ¢pe CaHpoctatud LAR, ¢e npenopbyBa JOMBJIHUTENHO NPHIaraHe Ha
s.c. CaHmocTaTHH B 1034, KAKBATO € OWJia U3MOA3BaHa NpeaH 3ano4BaHe Ha JISHEHHETO ChC
CanpoctatdH LAR. ToBa Moxe 1a ce Cy4H NpeaHuMHO NMpeE3 MbPBHTE 2 MECELa Ha JIEYEHHETO A0
MOCTHraHe Ha TeParneBTHYHA KOHLUCHTPALHUS Ha OKTPEOTHA.

. Jevenue na nayuenmu ¢ aBaHCUPAIYU HEGPOEHOOKPUHHU MYMOPU, TOKQIUIUPAHY 6 CPeOHUA
omoen Ha 2acCMPoURMeCMUHATHWE MPAKm Wil ¢ HeU3BeCMHA NbPEUYHA MYMODHA TOKARU3AYUA,
NPU KOUMO JOKARUIAYUA UIEBH CPEOHUA OMOLT HA 2ACMPOURMECMUHATHUL MPAKM Ce
U3IKNOUEQ.

[Tpenopruurennara n03a Ha Cangoctatid LAR € 30 mg, npunoxxeHH Ha BCEKH 4 CEAMHLH.

Jleueuneto cbe CanpocratiH LAR 3a koHTpOn Ha TyMOpa TpaOBa Ja ¢ MpoaAL/DKHK K [IPH JHIca Ha

TYMOpPHA NPOrpecHs.

Heuenue na TCX-cexpemupayu aoenomu

Jleuenneto cne CanaoctatuH LAR TpsabBa aa ce 3anoyHe ¢ ao3a ot 20 mg, npuiioxerH npes 4-
ceAMHYHH HHTEPBAIH B MPOIb/DKEHHE HAa 3 Meceua, IIpeaur Aa ce OOMHUCITH KOPMIHpaHe Ha n03aTa.
Cnen ToBa J03aTa C€ KOpUrdpa Bb3 OCHOBa Ha nosaussaHeTo Ha TCX ¥ THpPEOUAHUTE XOPMOHH.




MHCcTpYKIHH 32 IPHTOTBAIHE H HHTPAMYCKYJ/IHO npuJoxenne na Cannocratun LAR
CAMO 3A JIBJIBGOKO HHTPAMYCKVYJIHO ITPHJIOXEHHUE

Chabpkanue HA HA0OpaA 3a HHKEKTHPaHe:

b
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\ C
Eann dnakon, ceabpxkaul Canpocratud LAR, nipax
Enna npeaBapuTeHO HaMMbJIHEHA CIIPUHLIOBKA, Ch/IbprKallla pa3TBOPHTE]!

Eaud ananTop 3a (yiakoH 3a pa3TBapsHe Ha JIEKAPCTBOTO
Enna oOe3zonaceHa MHKEKLIMOHHA MUIJ1a

et TR

CnenBaiiTe BHUMATEIHO CJIEJIHATE HHCTPYKILIMM 3a npaBUIHO pasTBapsaHe Ha CanjgocratiH LAR
[peau JIbI0OKO HHTPAMYCKYJIHO HHIKEKTHpaHE.
Mma Tpu KpUTHYHHU CTHIIKH NpH pazrBapsHeTo Ha Canpocratid LAR. Hen3nbIHEHHETO HM MOKe

12 I0Be/Ie IO HeycnexX NPH NpH/JIaraie Ha JeKapcrBoTo.
e KoMmiekThbT 32 HHKEKTHpaHe TPAOBA 1a JOCTHIHe cTaliHa Temneparypa. M3pajere

KOMIUIEKTA 3a HHKEKTHPaHEe OT XJIa/IM/IHUKA M I'0 OCTABETE Ha CTaHHA TeMINEepaTypa HaH-MaJiko
3a 30 MUHYTH NpeIn pa3TBapsHe, HO 3a He noBeue oT 24 vaca.

e (Cnen nobapsiHe Ha pa3TBOPHUTEIS, OCTaBeTe (JIaKOHA 3a 5 MHHYTH H Ce YBepeTe Ye npaxbT ce
€ OMOKPHJI HAIBJIHO.

e (Cnej OMOKPSAHETO, pa3skjarere pJIaKOHA ¢ YMEPEHH IBHKEHHS B XOPH30HTaJIHA MMOCOKA HaH-
MaJIKO 3a 30 CEeKYH/M 10KATO NOJIYUHTE eIHOpoAHA cycnen3us. CycrneHsusara or
Canpocratud LAR TpsaOBa 1a ce NnpuroTes camo HemoCpeACTBEHO IMPeix NMPUII0KEHHE,

Canpocratud LAR TpaOBa jaa ce npunara camo OT ONMHUTEH MEIMLIMHCKH CTIeLIHAJIMCT.

»
=
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Crbnka l

e WUsmanere ot xuajuiHMka komruiekra Canjgocratud LAR.
BHUMAHMUE: Ot chbuiecTBEeHO 3HAYEHHE € /1a 3al04YHeTe
pa3’TBApPSIHETO CAMO CJIe/l KATO KOMILUIEKTHT 32 HH/KeKTHPaHe
NOCTHIrHe cTaiina temneparypa. OcraBere KOMILIEKTAa HA CTAHHA
TeMmneparypa Hai-mMajako 3a 30 MEHYTH npen pa3TBapsiHeTO, HO
3a He nmoBe4e oT 24 yaca.

30 mun.
20°C -25° C
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3abenexka: AKO € He0OXOIMMO, KOMIUIEKTBT 3a HHKEKTHPAHE MOXKeE
na Obae BbpHAT OOPAaTHO B XJ1a/IMJTHHKA.

Crbnka 2
e OrcTpaHeTe MlacTMacoBara Kamnayuka ot (piakoHa U MoYuCTeTe
rymMeHara 3aryuajika Ha quiakoHa ¢ HaroeHa CbhC CIUpT
KbprHYKa.
e Orcrpasere (HoOIMOTO HA ONAKOBKATA HA aAanTopa 3a (pJaKoH, HO
HE u3Baxknaire ajanropa oT OrnakoBKara.

e JlbpkeiKu ONaKoBKaTa Ha ajlanTopa 3a (pJlakoH, nocrapere
a/1anTopa BbpXY (pJlakoHa U HATUCHETE HAJ0J1y JIOKPaH, 10KaTOo
[I[PAKHE U C€ Yye 3BYK . lLpaK .

e (OrcTpaHeTe OMAKOBKATA Ha aanTopa 3a (PJakoOH ¢ BEPTHKAIHO
JIBHOKEHHE
Crbnka 3

e (OrcTpaHeTe Kanaykara oT rnpe/iBapHUTe/IHO Hallb/IHeHATa
CIPUHIIOBKA C Pa3TBOPHUTEIS U 3aBUHTETE CIIPHHLIOBKATA BHPXY
ajianropa 3a (hJaKoH.
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. baBHO u30yTaiTe OyTanoTo HaJ0y JIOKpaH, 3a Jila NPEeXBbPJIMTE
LIeJIUS pa3TBOPHUTEN BbB (p1akoHa.

Crbnka 4

BHUMAHMUME: Ort chimecTBEeHO 3HAYEHHE € /1a OCTABHTE (PJIaKOHA
HAH-MAJIKO 324 S MHHYTH H /1 ce YBEpHTe, Ye PasTBOPHTEIAT
HAN'BJIHO € OMOKPHJI paxa.

3abenexka: Thi KaTO € Bb3MOKHO BbB (PJ1aKOHA J1a C€ MOJIYYH JIEKO
CBpPbXHaJISiraHe, HOPMAJIHO € OyTaJ0TO /1a C€ JIBUIKH Harope.

e Ha 1034 eTan noArorBeTe nanMeHTa 3a UHKEKLIUA.

> MUHYTH

Crbnka S

e (siel nepuoja 3a OMOKpsiHE ce yBepere, 4e OyTajoTo Ha
CIPHHLIOBKATa € HATUCHATO JIOKPaH.

BHUMAHME: JlprxkTe HaTHCHATO OYTal0TO M pasKiiallianTe (prakoHa
C YMEpeHH JIBHKeHHS B XOPU30HTAJIHO IM0JI0KEHHE Han-MaJiko 3a 30
CEeKYH/IH, TaKa Y€ NnpaxbT Jla Ce€ pa3TBOPH HAITBJIHO (€IHOPO/IHA
MJIEKOMO/I00HA CYCIEH3HUs ). AKO MPAXbT HE € HANLJIHO PA3TBOPEH,
pasKjarere ¢ yMepeHH IBHKeHHs NOBTOPHO 3a ome 30 ceKyH/au.

Crbnka 6
o JlesundexTupaiTe MACTOTO HA MHKEKTHPAHE C HAMOEH ChC
CIUPT TAMIIOH.
e OOGbpHeTEe HAJ0JIy CIIPUHLIOBKATA U (pj1akoHa, DaBHO U3bpranTe
OyTaJ0TO Ha3a/] U U3TerjeTe LAJ0TO ChbpKaHUe OT (UlaKkoHa B
CIIPUHIIOBKATA.

e OtBbpTETE CNPUHLIOBKATA OT a/1anTOpa 3a (PJIaKOH.
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Crbonka 7
e [locraBere oOe30mnaceHara MHKEKLIMOHHA UIJ1a HA
CINPUHLIOBKATA.
e (OTHOBO BHUMATEIHO pa3K/aTeTe CIIPUHIIOBKATA, 3a Jla Ce
rapaHTHpa e€JHOPOAHOCT Ha MJIEKOMNO/100HATA CYCIEH3HA.

e MUsabpnaiite 3auiMTHaTa Kanavka rno rnocoka Ha uriiara.

e BuumarenHo novyyKaurte 1o CripyuHIIOBKaTa, 3a /1a OTCTPaHUTE =
BCUYKH BHIMMH MEXYpUETa U I'M U3rOHETE OT CIIPHHIIOBKATA.
Veepeme ce, ue msicmomo na unsicekmupane ne e 3amMvpceHo.

e [lpoankere HezabaBHO cbe CThiKa 8 3a npuaaraHe Ha
naureHTa. Besko 3abaBsiHe MOXKe J1a J0Be/Ie /10 yTasiBaHe.

MECTAa HA

C“ﬂ“'ﬂ 8 HHACKTHpPAHE
e (Canpgocratud LAR TpsOBa na ce npunara camo Kato abj10oKa i{
uHtpamyckyiHa nHxkekuus, HUKOI'A natpaBeHo3HO. |
e 3abopere LAaTa UIJ1a B JIEBUS WM JIECHUSA TTyTEAJIEH MYCKY.JI !
noja bruj 90° cnpsamo Koskara. b
e baBHO u3abpnaure OyTanoTo, 3a j1a ce yBEpHUTE, Y€ He CTe W
3aCerHa/ili KpbBOHOCEH Cb/1 (AKO CT€ 3acerHajimi KpbBOHOCEH

C'b/1, MPOMEHETE MOCOKaTa).
e baBHo HaTucHeTe OyTasl0TO A0 U3Npa3BaHETO Ha CIIPUHIIOBKATA.

OrcTpaHeTe uriara OT MICTOTO Ha MHXKEKTHPAHE U
3aJ/lelcTBalTe npejnasurens (Kakto e nokazaHo Ha Crenka 9).

Cronka 9

e AKTHBHpaiTe oOe3onacsBallus MnMpeana3uTesl Ha
MHXKEKLIMOHHATA UIJ1a MO €MH OT JiBaTa NnoKa3aHH Ha4YMHa:

- HATHUCHETE eJIaCTHYHaTa BPb3Ka Ha Mpeana3uTess KbM
TBbpAA MOBLPXHOCT ((urypa A)
- WJIKM HATUCHETE eJlaCTUYHATa BPb3Ka Hampe/ ¢ NnpbeTa

cu (purypa B).

e [IpaBMJIHOTO aKTHBHpAHE CE MOTBbPXKAABA OT U3/1aBAHETO HA
3BYK ..LLpaK .

e He3abaBHO M3XBBPJIETE CIPUHLIOBKATA (B IM10AX0/1S1IL
KOHTEHHEP).
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