JIucroBka: nHpopManHs 32 MANHEHTA
AIvovl 68/ €2
Cannocratun LAR 20 mg npax H pa3TBOpPHTEJI 32 HHKEKIIHOHHA CYCNEH3HHA

Sandostatin LAR 20 mg powder and solvent for suspension for injet__:_ti?%?'m - 18 -12- 2025

Canpocratud LAR 30 mg npax u pa3sTBOpHTE/I 32 HHKEKIIHOHHA CYCIICH3HS
Sandostatin LAR 30 mg powder and solvent for suspension for injection
okTpeoTua (octreotide)

Ipouerere BHUMATEIHO IAJ1ATA JIHCTOBKA, NPE/1H /12 3aMI0YHETE 12 H3M0/13BaTE TOBA

JIeKAPCTBO, Thil KATO TS CbhbPKa BakHa 3a Bac nupopmannus.

- 3anazeTe Ta3u JIMCTOBKA. Moxe 1a ce HAJI0XKH J1a 1 NpoYeTeTe OTHOBO.

- AKO MMaTe HAKAKBH JOMbIHMTEIHH BBIIPOCH, nonutainte Bawius nekap, papmaieBT Wi
MeJIMLIMHCKA cecTpa.

- ToBa JieKapcTBO € npeanucano JuunHo Ha Bac. He ro npeorcrbnBaiite Ha ipyru xopa. To mosxe
/1a UM HAaBPE/IM, HE3aBUCHMO Y€ NMPHU3HALIMTE Ha TAXHOTO 3a00iABaHe ca ChlMTe KaTo Bawwre.

- AKO MOJTyUMTE HAKAKBH HEXKEIaHH JIeKapCTBEHM peakuuu, yBeoMere Baluns nekap,
hapmaleBT WM MeAMIIMHCKA cecTpa. ToBa BKIIOYBA W BCHUKH Bh3MOXKHH HEXEJIaHH PEAKLINH,
HEOINUCAHH B Ta3M JucTOBKa. Brkre TOUKA 4.

KakBo chAbpKa TA3H JIHCTOBKA
Kako npeacrasisea Canpocratid LAR M 3a KakBO ce M3M0J13Ba

L.

7.4 KakBo TpsOBa 1a 3Haete, npeju aa uznonssare Canpocratud LAR

3. Kak na u3nonssare Cannocratud LAR

4. Bb3MOKHM HEXKENaHU PEaAKLIHH

d. Kak na cexpansaBate Canpocratud LAR

6. CbAbPKAHME Ha OMAKOBKATA U JOMbJIHUTEIHA HHPOPMALIHS

1. Kakgo npeacrasianasa CangoctaTid LAR H 32 KakBO ce H3110/13BA

Cannoctati LAR € CHHTETHUHO CheAMHEHHE, MPOM3BOJIHO HA COMATOCTaTHH. COMATOCTATHH €
HOPMAJIHO ChLUECTBYBALLO B OpPraHu3mMa BeLECTBO, KOETO MOTHCKA JIEHCTBUETO HA pe/ivila XOPMOHH,
KaTo HanpuMmep XOpMoHa Ha pactexa. [IpeanmcTpara Ha Canjpocratud LAR nipea comaTocTaTHH ca
[MO-MOLUIHUAT U MO-MPOJABIIKUTE/IEH e(EKT.

Canpocratin LAR ce npuiara 3a

o JIeYEHUE HA aKpoOMeraaus

AKpOMErajiusaTa € CbCTOSHHE, PU KOETO OPraHU3MBT MPOU3BEXK/A PACTEIKEH XOPMOH MHOT'O MOBEYE
oT He06x0auMOTO. [Tpy HOPMATHH YCI0BUA PACTEKHUAT XOPMOH KOHTPOJIMpa HAPACTBAHETO Ha
THKAHWTE, OPraHUTE M KOCTHUTE. Y BEJMUEHATa MPOYKLIMS Ha PaCTEKEH XOPMOH BO/IM 10 HAPACTBAHE
HA pa3Mepa Ha KOCTHTE U ThKaHHUTE, 0COOEHO Ha JUIAHWTE M CThIanara. CanpnocratuH LAR
2a6e1eKMMO HAMAIBA CHMIITOMUTE HAa aKPOMEralus, KOUTO BKJIIOUBAT rJ1aBo0OIHE, H300WITHO
H3MOTSBAHE, CKOBAHOCT Ha PbLIETE M Kpakara, ymMopa v O0JIKH B CTaBUTe. B moBeyeTo ciyyan
CBPBXMPOAYKIHMATA HA PACTEHKEH XOPMOH CE NPE/IM3BUKBA OT yBEJIHYECHHE HA xurnogu3Hara xJiesa
(xunoduzen aneHom). Jleuenneto cbe Canpocratid LAR MOke 1a noBeze 10 HamajaBaHe Ha
pa3MepUTe Ha aJieHoOMa.

Cannocratud LAR ce u3non3sa 3a JieYeHHE Ha MalMeHTH C aKpoOMeEraus:
- KOraTo JApYruTe METO/IM 3a JieYeHHEe Ha aKpoMeralins (OnepaTuBHO JIeHEHHE HITH JTbueTepanus)

ca HEMNnoOJAXOAALIH WA HE JEHCTBAT, AR e
- ciie/1 JibueTeparnus, 3a NoKpUBaHe Ha MEXK/IMHHUS MEPHOJL 10 TIOCTUIAHE Ha nhmeﬁ?{m;
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. 1a o6JIeKuaBaHe HA CHMITTOMMTE, CBbP3aHH ChC CBPBXMPOAYKUHATA HA HAKOH cneunduyHA
XOPMOHH M IPYTH NOoJ0OHH BELIECTBA OT CTOMaxa, 4E€PBATa HiH NaHKpeaca.
CepBXNpPOAYKLUMATA Ha CEUMPHYHH XOPMOHH W IpYyTH noaoOHHU BelecTBa, MOXKE Aa OBIE
NpeAU3BHKaHa OT HAKOHW penkH 3a0o/aBaHUA Ha CTOMAxa, YcpBaTa H NaHkpeaca. Tosa Boau no
HAPYIIABAHE HA HOPMANTHOTO XOPMOHAIHO PABHOBECHE Ha OpPraHu3Ma 1 € CBBbP3aHO ¢ 1oABaTa Ha
DEAMLA CUMITTOMH, KaTo MPUCTBLIH Ha 3aUepBiBaHe, JHapHs, HUCKO KPBBHO HANIAraHE, oOpUBH H
sary6a Ha terno. Jleuenuero ¢bc Canpoctatud LAR noanoMara KGHTPONUPAHETO Ha TE3H CHMIITOMH.

. neueHKe Ha HEBPOESHIOKPUHHHM TYMOPH, JIOKATM3MPAHH B 4epBaTa (Harnp. aneHuKca, ThHKHUTS
yepBa MJIA KOJIOHA).

HeBpoeHAOKPHHHHTE TYMOPH €a PeKH TYMOPH, KOHTO MOTaT Ja OBJaT OTKPHUTH B Pa3JIM4YHHU HaCTH Ha

tanorto. CaunocraTud LAR ce H3MoJ3Ba 3a KOHTPOJIMpPaHe Ha pacTe)xa Ha Te3U TYMOPH, KOraTo ca

NOKATM3KPaHH B UepBaTa (Hanp. aneHJuKe, ThHKH YepPBa WIH KOJIOH).

. JIEYEHHE HA TYMOPH Ha XHNodH3aTa, KOUTO NIPOM3BEKAAT NPEKAIEHO roIAMO KOJIIUIECTBO
THpeocTUMYyHpall XopMoH (TCX).

[NpekaneHO roNgMOTO KOJHYECTBO THPEOCTUMYITMpaLL XOpMOH (TCX) BOAH N0 XHNEPTHPEORAHIBM.

CannocTaTvn LAR ce H3MON3Ba 3a JieueHue Ha Xopa ¢ TYMOPH Ha XUIo¢$H3aTa, KOMTO MPOU3BEKIAT

MPEKANEHO roJIAMO KOMMHYECTBO TUPEOCTHMYAHPaALl XOPMOH (TCX):

- KOraTo JPYrHTE BUIOBE JiedeHHe (ONepaTHBHO MIIH JIbYETEPanHs) HE €a NOAXOMALLMY UNY He
NEeHCTRAT;

- CNei ThbYETEPANHS, 33 Aa CE MOKPHE MEKAMHHHA NEPHOA, IOKATO 3anoyHe Aa ICHCTBA
abUETECpanuATa.

2.  Kaxso TpaGBa ja 3naeTe, npeau Aa ninoa3sare Cangocratun LAR

Crenpaiite BHUMATETHO BCHUKH HHCTPYKUMH, AafeHH oT Bawusa sexap. Te Moke Aa ce pa3iMuasar ot
UHPOPpMALMATA, ChbPKALLA CE B TA3H THCTOBKA.

[poyeTeTe clieqHHUTE OBACHEHNS, PEH /1a 3aMouHeTe Aa H3non3saTe CaHNO0CTaTHH LAR.

He nwsno.i3Baiite CangocratiH LAR:
- aKO CTe aJIeprU4HM KbM OKTPEOTHI HIIH KbM HAKOs OT OCTAHAIMTE CHCTaBKH Ha TOBA JIEKApCTBO

(u36poeHH B TOuKa 6),

IIpenynpexxeHHs H NPEANIa3HA MEPKH

[oeopere ¢ Baiuug nekap, npeau Aa usnon3sare CaHA0CTATHH LAR:

- aKO 3HAETe, Y€ UMATE XIbYHH KAMBHHU WIH CTE HMAJIH TAKHBA B MHWHAJIOTO WK Bb3HUKHAT
HAKAKBY YCTOXKHEHHS KaTo BUCOKA TEMMEPaTypa, TPecKa, KopeMHa 00J1ka HAM NMOXBATABAHE HA
KoXaTa WK ounTe, uidopmupaiire Bawnus nekap, Thi KaTo MPOJIBLILKHTEAHOTO HU3NOI3BAHE HA
CannoctariH LAR Moxe aa noeeae A0 0O6pa3yBaHeTo Ha X#UTbYHH KaMbHU. Baluuar nexap
MOXeE [1a MOXKENae Ja NpoBepABa NePHOIUHHO XUIbUHKUA BH mexyp.

- ako uMmare anaber, Toil kaTo CangoctatiH LAR MOXe 1a NOBIMAC HUBATA HA KPBBHATA 3axap.
Ako uMate anaber, TpaOBa pelOBHO Ja ClleAnTe HUBaTa Ha KPbBHATA CH 3axXap.

- AKO CTe HMAIM B MHHAJIOTO HEAOCTUT Ha BUTaMUH B 12, BawuaT nexkap MOXe a noxenae aa
NpoBepsABa NEPHOAUYHO HUBaTa Ha BUTAMHH B 12,

HU3cienBaHHue H TECTOBE

AKO npoBexaare MNpoAbJKUTENHO BPEME JICHCHHE ChC Cangoctatad LAR, Bamusdar neka
AN

fosKeNae IEPHOAHYHO Aa NpoBepsBa QyHKuMaTa Ha BalnaTta IWHTOBHAHA jKJ1e3a.

BawuaT Jiexap e cieau GyHkuMsTa Ha yepHus Bu apod.

BalusT JeKap MOXe Ja NOoMCKa /1a IIPOBEPH EK30KPHHHATA QYHKLNS HA NaHKpeaca




Jlena
Uma marsk onut ¢ ynotpebara Ha Canpocratud LAR npu nena.

Tipyrn aexapcrea n Canpocratun LAR
Undopmupaiite Bawuus nekap win ¢papmauesT, ako NpHEMATe, HaCKOPO CTE NPHEMATTH MW €
BBL3MOXKHO J1a IPUEMETE APYTH JIEKapCTBa.

[To nmpuHUMO MOXe Aa IPOABIIKHMTE 1a MpUeMaTe PYTH N€KapCTBa, JOKATO €O CKYBATS ChC
CagnocraTid LAR. Cro6inaea ce, ue CangoctatiH LAR noenusgBa HAKOH J1I€KapCTBa KaTo
[IMMETHAMH, LUHKIOCTIOPHH, OPOMOKPHUIITHH, XHHHAMH U TeppEeHaIHH.

AKO fIpHEMaTe JIEKapcTBa 3@ KOHTPO/ Ha KPbBHOTO HAJAraHe (Hamp. Oeta O/0KEpH WM KanuHeBH
aHTArOHHCTH) WM CPE/CTBA 32 KOHTPOJI Ha BOJHMA U €IEKTPOJIMTEH OanaHc, MoXe 1a C& HANOKH
Bawuar jiekap Ja NpoMeHH 1o03ata Bu.

AKO nMmate duaber, MOXKe a ce Haloku Bawmst nekap 2a npomeryu BawaTa 103a HHCYJIHH.

Axo Bu npeactou paanodapMmanesTHdHa Tepanus ¢ ayteumes (' ''Lu) okconotpeotua, Bamuar nekap
MOXe 14 Cripe W/WiM 1a aaantupa ledenunero Bu cue Canpocratud LAR 32 xpaTeK NEpHOA OT BpeMe.

bBpeMeHROCT B KbpMEHE
AKO cTe GpeMEeHHa WK KbPMUTE, CMATATE, HE MOXE /ia cTe OpeMEHHA WIH NJIaHHpaTe OpEeMEeHHOCT,
nochbBeTBaiiTe ce ¢ Bawug nekap npean ynorpebara Ha TOBa 1€KapCTBO.

Cangocratud LAR Tpafea ga ce mpunara no BpeMe Ha OpeMEHHOCT, CaMO NpH KpailHa
HeobX0AUMOCT.

[To BpeMe Ha NEUCHHETO KEHUTE C AETEPOCH NOTEHUMAN TpsAOBa la H3NOA3BAT ed)eKTUBHA METOIH 34
KOHTPALETILINA.

He Tpa6Ba na kbpMHTe, AokaTo yrnoTpebasare Cangocratid LAR. He e n3pectHo nanu CaHAOCTATHH
LAR npemnHaBa B KbpMarTa.

lllogpupane u paboTa ¢ MAIMEHHA
CannoctaTiH LAR He NOBNTUABA MM NMOBAHSBA NpeHEGPexHMO cnocoBHOCTTA 3a WodHpaHe u paboTa

¢ Mainyuu. HezaBUCHMO OT TOBA, HAKOH OT €(PEKTHTE, KOHTO MOXETEC ia U3NUTaTe, 10KaTO
wsnompate CangoctaTud LAR, kato rnaBoBonue M yMopa, MOTAT Ja HaMaaaT cnocobHocTTa Bu 3a

modupaHe n Ge3onacHa padboTa ¢ MalMHM.

ToBa IEKapCcTBO CLIALPKA NMo-Manko oT 1 mmol (23 mg) HaTpuit Ha (J1aKOH, T.€. MOXKE J1a Ce Kaxe, ue
[MPaKTHYECKH HE ChABPXKA HATPUH.

3. Kax na nanoaszpate CannoctaTiH LAR

Cannoctatvd LAR BuHaru Tpabea aa ce npuiara noa opmara Ha MyCKYyJ/IHa HHKCKIHA B obnacrra
Ha ceganuiueTo. [1pu BeAKa clie/iBallia aniuKalius, jJsaBaTa H 19CHaTa CTpaHa TpsabBa fa ce peayBar.

Ao cTe uanoassaan nopeue Cangocratu LAR 0TKOAKOTO € He00X0AHMO
Hama AaHHH 32 )KMBOTO3aCTPANIABALIM PEAKLIMH I/l Npeao3upane cbe CaHA0CTaTHH LAR.

JIMIICA Ha KOHUCHTPALIMA.

AKO MHCJTHTE, Ye CTe MPEAOSHPaHH U M3NMUTATE TTIOJ00HH CHMIITTOMH, KOHCYJITHP
JieKap He3a0aBHO.




AKo0 cTe nponycsain aa u3nompare Canaocratnn LAR

Axo cTe 3a0paBHIM 33 NOCTABAHETO HA HHXKEKUMATA, NPENophLYBa CC 1a A HANPaBHTE BEAHAra, CNeA
KaTO CE CeTHTe 3a TOBA, Ce/l KOETO MOXKE [a APOIL/DKHTE JIEHEHHETO No NpeAnucanara cxema. He e
OMACHO, AKO 3aKbCHEETE C MPUJIAraHeTo Ha JIEKapCTBOTO C HAKOJKO AHH, HO € Bb3MOXHO BPEMEHHO
OTHOBO 12 C€ MOABAT CHMIITOMHTE Ha 3a00NABAHETO, AOKATO C€ BbPHETE KbM HOPMAJIHATA CXEMa Ha
MPUITOXKEHHE.

Axo cTe cnpenn ynorpeGara na Cangocratnn LAR

Ako npeycraHoBuTe JeuenueTo che Canpoctatd LAR, € Bb3MOXHO BawnTte cuMIToMH J1a ce
nosBAT 0THOBO. [Topaay Ta3u npuurHa He TpA6Ba aa cnuparte ynorpebara Ha CanpocratuH LAR,
ocBeH ako Baiuuat nekap He B Kaxke 1a ro HanpaBHTE.

AKO MMaTe HAKAKBY ACITh/IHHTENHH BbIIPOCH, CBbP3aHHU ¢ ynoTpebaTa Ha TOBA IEKapCTBO, OMHTAHTE
Baiuus Jiekap, MEJHLUHCKA CECTPa WITH (papmalesT.

4. BL3MOKHH HeXxeJIaHH PEAKIHH

KakTo BCHYKHM JIEKapCTBa, TOBA JIEKAPCTBO MOXKE 1A MPeU3BHKA HEXKETAHH PEAKLIHK, BBIIPEKH HE HE
BCEKH 'Y Mony4ana.

Haxon nexeianH PeaKIHE MOraT Aa 0bAaT CepHOIHH. HuadopmupatiTe Bamng aexap
He3a0aBHO, AKO MOJYYHTE HEKOA OT CJIeARHTE HEXE/TAHH PEAKIHH:

MHuoro decTs (MoraT Aa 3acerdat noseye ot 1 Ha 10 ayiun)
* KaMBHHU B ¥UThUKATa, BOAELLM 10 BHe3anHa 6oska B rep0a;
o [IpekaneHo BUCOKO HHBO Ha KpbBHATa 3axap.

Yecn (Morar a 3acerHat 20 1 Ha 10 aywn)

. HenocTaTb4Ha AKTMBHOCT HA LMTOBHAHATA j3J1e3a (XHITOTHPEOUAMIBM) MPEeAH3BUKBALUA
NPOMSHA B ChPAEYHATA HECTOTA, ANETUTA WU TEJECHOTO TErIO0, yMOpa, YCCILAHE 3a CTYA WK
NnojAyBaHe OTNPEA Ha 1UATA,

o [IpoMsaHa B TecTOBETE 32 PyHKLHMATA HA LUWTOBHAHATA XKJ1€3a,;

° Bi3naneHue Ha AUTbYHUS MeXyp (XONEUUCTHUT), CHMIITOMHUTE MOraT a BKJTIOYBAT bonka B
ropHaTa AfCHA YacT Ha KOpeMa, BUCOKA TeMNepaTypa, raieHe, NOXbITABAHE Ha KOXKata !
ouHTe (KBJITEHHLA);

. [TpexaneHO HACKO HHBO HA KPBBHATA 3aXap;
. HapyliieH rnoKo3€H TolepaHc;
* 3a0aBeH CbpASYEH PUTHM.

HeuecTn (Morar ja 3acerHar 1o 1 Ha 100 ayuu)
. M axna, oOTAENAHE HA MAJIKO KOJTM4ECTBO YpHHA, TbMHA YPHHA, CyXa 3aUepBeHa KOXa,
° YCKOPEH CBPACUEH PUTBM.

Ipyrn cepHO3HH HEKeJAHH PeaKNHH

. CBpBbXUYBCTBATENHOCT (ANEPruiHH PEAKLNH) BKTIOUHTETHO KOKEH 00OpuB;

. Buz aiepruyHa peakuus (aHapuIakcHs), KOATO MOXE 1a NPEAU3BHKA 3aTPYTHEHO NperibHlaHe
WM AHIIAHE, OTOK M H3TPBIBAHE, BEPOATHO C NOHWKEHHE HA KPLBHOTO HAJAraHe, [IPUAPYIKEHO
OT 3aMasHOCT WM 3ary0a Ha Ch3HaHHE,

. Bi3naneHre Ha NaHKpeaca (IaHKpeaTHT), CUMIITOMUTE MOraT Jia BKJIIOYBAT BHE3AM
rOpHaTa 4acT Ha KOpema, rajeHe, noBpbllaHe, 1Hapus,

o Bn3naneHue Ha yepuds Opod (xenaTuT), CHMNTOMHTE MOTaT Aa BKIO4BAT 1l
KOXKaTa U ouuTe (XKBITEHHLA), FaJeHe, NoBpbLIAHE, 3ary0a Ha aneTHT, yce
HEepa3NoJIMKEHHE, ChpOeX, CBET/IO OLBETEHA Y PUHA;

. HenpaeuneH CbpACUYEH PUTBM, B

. HamanssaHe 6pos Ha TpoMOOLMTHTE B KpBBTA; TOBa OW MOIJIO Aa A0BEAE 10 cfﬂy;;ugiiﬂ’
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KbhpBEHE HIIH CHHHHH.

UHdopmupaiite HezabasHo Bawmsa nekap, ako 1a0eJ1eXUTe HAKOA OT ONUCAHUTE MO-FOPE HEKENAHH
pEaKLIMH.

JIpyrs He)xe TaHH PeaKkiHH:
Undopmupaiire Bamus nekap, hapMaueBT Wi MEIHLMHCKA CECTPa, aKo 3abefeXuTe HAKOA OT
OMMCAHKTE MO-A0NY HEXENaHU peakuuy. Te OOMKHOBEHO €a JIEKH U OT3BYYaBaT B X0/a HA NEYEHHETO.

MHoOro yecTH (MOTaT Aa 3acerHar noseue ot 1 na 10 ayiuu)
Hunapus;

KopemHa 60:Ka;

[‘aneHe;

3anex;

Meteopu3bM (rasoBe);

I napobonue;

boska Ha MACTOTO Ha HHXKEKTHpaHE.

YectTn (MoraT 1a 3acerHar Ao | Ha 10 aywn)

JuckoM$popT B CTOMaXa Clie]] HaxXpaHBaHEe (aMcnerncun);
[ToBpbinaHe;

Yceliade 3a MbHOTA HA CTOMAaxa,

MasHH U3NPAKHECHHUA,

Kalsaey H3npaxHeHHA;

[TpomaHa B LiBETA HA H3MPAKHEHUATA,

3aMasHOCT;

3aryba Ha aneTur,

[IpoMsaHa B 4epHOAPOOHHTE GYyHKLHOHATHH TECTOBE,
Koconan;

3aayXx;

Cnabocr.

AKO MOTyMHTE HAKAKBH HEXKEJIAHH JIEKAPCTBEHH PCaKLIUH, YBEAOMETE Bauius nekap, MeaULIHHCKa
cecTpa WU (papMallesT.

CrofiaBaHe HA HEKEJIAHH peaKIHH

AKO MOJyUMTE HIKAKBH HEXENaHH IeKapcTBCHHU peakumH, ypeaomMeTe Bauius iekap, ¢dbapMaLEBT UM
MEIHLMHCKA cecTpa. ToBa BKJIIOUBA BCHYKM BBE3MOXKHH HEONMHMCAHH B Ta3M JINCTOBKA HEXE/IAHU
peakin. MoxXeTe ChILO Aa ChoOLIMTE HeXENaHH PeaKLUHH JMPEKTHO Ype3 HAMOHAIHHS peryIaTopeH

opraH Ha ajapec:

bbarapus

HU3nbnaKTeIHA areHUua no JeKapcTeraTa
ya. ,,Jamau ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeBcaiiT: www.bda.bg

KaTo chobL1aBaTe HEKEaHH PEaKiiui, MOXKETE Aa NaJeTe CBOA IIPHHOC 3a TIONY1aBaHE Ha FOBEYC
undopmaima OTHOCHO 6€30MacHOCTTa Ha TOBA JICKapCTBO. Ny

5. Kax na cexpansasare CangocraTia LAR

Jla ce chXpaHsBa Ha MACTO, HEAOCTBIHO 3a Jieua.




Jla ce cbXpaHsBa B OPUTHHAIHATA ONAKOBKA, 3a J1a CE NpeAnasu oT CBETIHHA.

Ia ce cexpanapa B xsaguaHuk (2°C no 8°C). [la He ce 3aMpassBea.

B nens ua urxextupare CangocratidH LAR Moxe na ce cbXpaHaBa fipH TeMnepaTypa rnoa 25°C.
He Tpa6ra na chxpansaeate CaHaocratud LAR crien pasteapsne (TpabBa Aa ce U3MON3Ba BEAHAra).

He u3nosi3BaiiTe TOBa NeKapcTBO CNE/l CPOKa HA FOAHOCT, 0TOE1A3aH BbpXY €THKeTa Ha (UIakoHa H
kapToHeHaTa onakoska cinen ,,EXP/Tonen no:”. CpoKbT HAa FOAHOCT OTrOBapA Ha NMOCACAHHA ICH OT
[IOCOUEHUA MECELL.

He W3no3BaiiTe TOBa IEKAPCTBO, aKo 3abenexuTe 4acTULIM WIH NMPOMAHA Ha LIBETA.

He u3xBBpIISiTE AEKAPCTBATA B KAHATH3ALMATA WIH B KOHTEHHEPA 33 JOMALIHH OTNANBLH.
[TonuTaiite Bawina dapMaLeBT Kak 12 H3XBLPAATE NIEKapCTBaTa, KOMTO BEUE HE U3MNON3BATE. Tesu
MEPKH lLIl€ CIOMOTHAT 3a Ofia3BaHe Ha OKO/HaTa cpeaa.

6. Cbabprkande HA ONAKOBKATA H IONbIHHTENHA HHQOPMALIHSA

Kaxso coanpxa Cangocrarun LAR
- AKTHBHOTO BELLIECTBO € OKTPEOTHA
Eaun dnaxon cuabpia 20 mg unn 30 mg OKTpeoTH (KaTO OKTPEOTHA alleTar)
- Hpyrure CbCTaBKH Ca
B npaxa (¢pnaxoH). noJn (DL-naxktyg-ko-raukonua), manuron (E421).
B pa3TBOPHUTENA (NMPEABAPUTEITHO HAITBIHEHA CMPHHIIOBKA): HATPUEBA KAPOOKCUMETHIILIETY 1034,
mauuton (E421), nonoxcamep 188, BoJa 3a HHKEKLHH.

Kax miraexaa Canaoctatun LAR 0 KakBO ¢hABPKA ONAKOBKATA

EnMHMYHA ONaKOBKa, ChAbPKala eArH 6 ml cTbkiIeH QIakOH ¢ ryMeHa 3armyLianka (6poMobyTHIIOBA
ryma), 3are4araH ¢ alyMHHHeBa 00KaTKa, ChABPXKALI TPax 32 HHKEKLUHOHHA CYCNICH3UA W ¢1HA 3ml
Ge3LBeTHA NPeIBAPUTENHO HATbAHEHA CThK/IEHa CIIPHHLIOBKA, 3aTBOPEHA C 1BE (XJ10pOYTHUIIOBH)
3aMyLIAIKH, peaHa ¥ Ha OyTanoTo, chabpxkawa 2 mi pa3TBOpHTEN, OMAaKOBaHa B 3aneyaTala
GAUCTEpPHa MOCTABKA 3a€1HO € €/IMH ananTep 3a QuiakoH H e1Ha obesonaceHa MIDKEKLIMOHHA HIAA.

CbCTaBHA OMAKOBKa OT TPH €AWHHYHH OTIAKOBKM, KaTO BCAKA €AMHHYHA OMAKOBKA CHAbPKA: €IMH 6
ml cTBK/IeH (NaKoH ¢ ryMeHa 3amyinanka (6poMoOyTHIIOBA ryMa), 3an€yaTaH ¢ aryMHHHeBa obkaTka,
ChABIKALL TIPaX 32 MHKEKUWMOHHA CYCTIEH3US W €AHa 3 ml 6e3uBeTHaA NMpeABapUTENHO Hallb/IHEHA
CTHKEHA CIIPHHLIOBKA, 3aTBOPEHa C ABe (x0pOYyTHIOBH) 3ally LIAIKH, MPEAHA W Ha OyTranoro,
chabpKama 2 ml pasTBOpHMTEN, ONAaKOBaHa B 3aNeyaTaHa OMCTepHa NOCTaBKa 3a€AHO C €IUH ajanTep
3a ()aKoH M eiHa obe3onaceHa HHXKEKLIMOKHA NIJIA.

He BCHYKH BHAOBE ONAaKOBKH MOraT Aa Obiar mycHaTy B npoaaxoa.

Mpurexaren Ha pa3pellieHHETO 3a ynoTpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

HUpnanaus

IIpomisoauTen(n)
Novartis Farmacéutica SA
Gran Via de les Corts Catalanes, 764

08013 Barcelona
Hcnanus

Novartis Pharma GmbH

Sophie-Germain-Strasse 10
Nuremberg 90443
[ ‘epmanus




3a JOTbAHUTEHA HHPOPMALIHA OTHOCHO TO3H JIEKAPCTBEH NPOAYKT, MOJIA CBBPKETE CC C
NOKANHHUA NPEACTABUTEN Ha MPUTEKATEINS Ha PA3PELUICHHETO 32 ynoTtpe0da:

Novartis Bulgaria EOOD

6yn. Hukona Banuapos Ne 55,

EKCIIO 2000, crpana 4, eT. 4

Codusa 1407

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

ToBa JeKAPCTBO ¢ Pa3pelieno 3a ynoTpe6a B IbPKaBHTE - YiieHKH Ha EBponelickoTo
HKOHOMHYECKO NPOCTPAHCTBO NOJX CJIEAHATE HMEHA!

J

Asctpus, Bbarapus, Xvpearcka, Kumbp, Hexus, Jlanus, Sandostatin LAR
Ecrouns, ®unnangus, lepmauus, ['bpuus, YHrapua, Hcnanaus,

Upnannus, Jlareus, Jlurea, Manta, Hopeerus, [lonma, PyMbuus,
Cnosakus, Cnopenus, Mcnanus, 1lseuus
Sandostatine LAR

Uranus, [lopTyranus Sandostatina LAR

L

dpanuua Sandostatine L.P.

JlaTa HAa NOCJIeIHO Npepasriexaane Ha ancToBkara: 06/2025

Jpyra u3TouHHIH Ha KH)OpMaANHA
[Toapo6Ha nHGOpMaLKs 3a TOBA JIEKAPCTBO € NpeAOCTaBeHa Ha yebcalita Ha M3mbaHHTENHA areHIMA
no ieKkapcrasaTta www.bda.bg

[TocoueHaTa No-a01y HHGOpMaLHUs € NPeHa3HAYeHa CaMO 32 MEJHULIMHCKH CNELIHAJTUCTH!
Koaxo CanpoctaTun LAR Tpa6sa na n3noszpare

Axpomezanun

[IpenopbYUTENHO € JIEMEHUETO Aa 3anoyHe ¢ npwiarade Ha 20 mg CaHpocTaTHH LAR nipe3s 4-
ce/IMMUYEH HHTEPBAN B Npob/okeHue Ha 3 Mecena. [lauMenTyTe, nekysaHH cbe s.¢. CaHAOCTaTHH
MOrar na 3ano4Har aeuyenue cbe CanpocratiH LAR Ha cnensailing AeH CAEA MpUIarate Ha
nocneqHara n03a s.c. Canpocrarud. [ocnepaiilo ajanTHpaHe Ha fo3ara TpAdOBa a ce Oasupa Ha
HMBATa HA pacTeXKHUA XOpMOH (PX) ¥ Ha KOHUCHTPALIHKHTE HA WHCYJIMHOMIONOOHUA pacTexeH dakTop
1/comatomenus C (IGF-1), kaxTo ¥ Ha KITHHHYHHTE CHMITTOMH.

[Tpy nalKeHTH, NPUA KOUTO HE € NOCTHUTHAT IbJIEH KOHTPON BBPXY KIHHHIHHTC H OHOXMMHUYHMUTE
napametps (PX; IGF-1), B pamkuTe Ha TO3M 3-MeCCHEH NEPHON (koHLeHTpauua Ha PX Han

2.5 mukporpama/l), 103aTa MOXKe Aa ce noBuiuK A0 30 mg Ha BCEKU YETUPH CEAMHLI. Ako cnef

3 mecena PX, IGF-1 W/unau CHMMIITOMHUTE HE C€ KOHTPOJINPAT aACKBATHO € 1032 OT 30 mg, no3ara MoXe
na ce nosyiny Ao 40 mg Ha Bceku 4 ceAMHLIN.

[Tpu nauMeHTH, NPy KOMTO ciiel 3 MECEUHO feueHHe ¢ 20 mg Canpoctatid LAR, ce oTuuTa
3ana3BaHe Ha KOHUeHTpauuaTa Ha PX moa 1 Mukporpam/l, HopManusnpaHe Ha CEpyMHaTa
koHueHTpauus Ha IGF-1 1 0T3By4aBaHe Ha NO-roNsMa YacT OT OOPaTHMHTE CUMITTOMH Ha
AKpOMETranHATa MOXe Aa ce npunara no3a 10 mg Ha BCEKN 4 cenMuuM. B Ta3u rpyna
obaue, € HeOGXOAUMO BHUMATEIHO [1POCIIEAABAHE HA KOHUEHTpaLuuTe Ha PX 1 IGE

TREN A

- e el E L
SHleHTPALIA Ha

[Tpu nauueHTH Ha yCTaHOBEHa A03a CaHN0CTaTHH LAR, e HeoOxoaumMo CGp}fMHHTi
PX u IGF-1 na ce npocneassaT Ha BCEKU O Mecela. DEAAN




l'acmpo-enmepo-nankpeamuinu eHOOKPUHHU MYMOPU

® Jlevenue Ha nayueHmu CvC CUMRMOMU, CEbP3AHU C (DYHKYUOHATHO AKMUBHU 2ACMPO-EHMEPO-
NAHKPeamuyHUu He6POCeHOOKPUHHU MYMOPU

[IpenopbuMTEIHO € J1a Ce 3arno4He jiedenue ¢ npunarate Ha 20 mg CanaocraTu [LAR Ha 4-ceaMHYHH

unTepBasu. [lauuenTuTe Ha Jevenne cbe s.c. CanaocTaTiH TPAOBA 1a NPOABIKAT € MPE/IXO/AHATA

edeKTHBHA /1032 B MPO/bIDKEHHE Ha 2 CE/IMULIM, CJIeJL MPUJIaraHe Ha MbpBaTa HHKCKLHA CaHpocTaTvH

LAR.

[TpM NaLKEeHTH, MPH KOUTO € MOCTUTHAT 100bp KOHTPOJI HA CHMITTOMMTE W OMOJIOrMYHUTE MapKepH
c1e/l NPOBEXk/1aHe Ha 3 MECEUYHO JIeYeHHe, 103aTa MOXKE J1a Ce HaMallk Ha 10 mg Canpocratud LAR
Ha BCEKU 4 CEJIMHUILH.

[Tp nauMeHTH, MPH KOMTO CHMITOMMTE Ca CaMO HaCTHUHO OBJIA/IsHU CJIe/L MPOBE/ICHO 3 MECEYHO
neuenue, 1o3ata Moxke aa ce nopuiun Ha 30 mg Cannocratud LAR Ha BCekH 4 ceIMHLIA.

B 1HUTE. B KOUTO CUMITTOMHTE, CBBP3aHH C racTPO-€HTEPO-NMaHKPEaTH4YHH TYMOPH CTaHaT MO-CHITHO
u3pa3eHu B Xo/1a Ha jiedyeHue cbe Cantoctatud LAR, ce npenopbusa J0MbIHUTEIHO TNpHIlaraHe Ha
s.c. CaHnocTaTUH B /1034, KAKBATO € OMJ1a U3MoJi3BaHa NMpe/id 3arno4BaHe Ha JICYCHHETO CbC
Cannoctatud LAR. ToBa Moske /1a ce ClIy4H MPeAMMHO Mpe3 IMbPBUTE 2 Mecela Ha JIEYEHHETO 10
MOCTUraHE Ha TeparneBTUYHA KOHLUEHTPALIUA HA OKTPEOTHL.

® Jlevenue na nayuenmu ¢ aéancupal He6POEHOOKPUHHU MYMOPU, TOKAIUSUPAHU 6 CPEOHUA
omoell Ha 2acmMpPOUHMECTUHAIHUA MPAKM WIU C HEU3ECMHA NbPEUYHA MYMOPHA JOKATU3AYUA,
npuU KOUMO NOKAIU3AYUS U3EBH CPEOHUSL OMOe]l HA 2ACMPOUHMECTNUHATHUA MPAKM Ce
U3KTIOYEA.

[Tpenopbumntesnnata 103a Ha Canaoctatui LAR e 30 mg, npuiiokeHH Ha BCCKH 4 ceAMHLIM.

Tleuenmneto cbe Cannocratid LAR 3a koHTpon Ha Tymopa TpsaOBa J1a ce NpOAb/DKH U MPH JIKICA Ha

TYMOpPHa MpOrpecus.

Jlevenue na TCX-cexkpemupawju aoenomu

Tleuenneto cbe Cannocrati LAR TpsbBa na ce 3anouse ¢ 103a ot 20 mg, npHiIokKeHH npe3 4-
ce/IMMUHH HHTEPBAJIM B NPOIb/DKEHHE HA 3 Mecela, Npe/iu /1a ce OOMHUC/IM KOPHIHpaHe Ha 7103aTa.
Cries1 TOBA 103aTa ce KOPUrupa Bb3 OCHOBA Ha nopausaBaHeTo Ha TCX U THPEOHIHHUTE XOPMOHH.

UHCTPYKIHH 32 NPHIOTBAHE H HHTPAMYCKYJIHO NPHJIO’KEHHE HA Canpnocrarun LAR
CAMO 3A JIJIBOKO HHTPAMYCKYJIHO IMPUJIOKEHHUE

Cobabp:kaHHe HA HA0OPA 324 HHKEKTHPaHe:!




Enun daakoH, chabpkauy Canpocratid LAR, npax

EHa npeBapuTelIHO HalbJIHEHA CMIPHHLIOBKA, ChIbPIKALIA PAa3TBOPHUTE]
Eaun azanTop 3a (pakoH 3a pa3TBapsHe Ha JIEKapCTBOTO

Enna obe3onaceHa HHKEKIIMOHHA HIJ1a

=FEN R - ol

CrieBaiiTe BHUMATETHO CJIEJHMTE HHCTPYKLIMHM 32 MPaBUIIHO pa3TBapsiHe Ha CaH10CTaTHH LAR
npeau AbJOOKO HHTPAMYCKYJTHO MHIKEKTHPAHE.
MMa TpH KPMTHUYHH CTBIIKH NPH pa3TBapaHeTo Ha CaH10CTaTHH LAR. Hen3nb/IHEHHETO HM MOXKe

ga J0Be/Ie 10 Heycnex NpPH NpHJjiaraie Ha JIeKapcTrBoTo.
KOMIUIEKTHT 32 HH/KeKTHpaHe TPA0Ba 1a J0CTHIHe cTaliHa Temneparypa. M3Bajere

KOMILIEKTA 32 MHXKEKTHPAHe OT XJ1aJMJIHUKA M TO OCTAaBETE Ha CTaliHa TeMIlepaTypa HaH-Majko
3a 30 MHHYTH NPEJ/IM pa3TBapsHe, HO 3a He noseve OT 24 yaca.

e Cren no6aBsiHe Ha Pa3TBOPUTENSA, OCTaBeTe (PJIaKOHA 32 5 MUHYTH H €e yBepeTe “e HpaxsbT ce
€ OMOKPHJI HAI'BJIHO.

e (el OMOKPSHETO, pa3Kjarere (JIAKOHA ¢ yMEPEHH ABHKEHHSA B XOPHU30HTAIHA M10COKA Hal-
MaJTKo 3a 30 CeKyH/IM I10KATO MOJTy4HTe eIHOpoaAHa cycnensus. CycneHsusaTa or
Cannoctatud LAR TpsabBa na ce npuroTed caMo HemoCpeACTBEHO MPe/In NPHIIOKEHHE.

Cannocratud LAR TpsaOBa jna ce npuiara camo OT ONUTEH MEJHLIMHCKH CMECUHATHCT.




Crenka l
e MUsmanere oT xJaguiiHMKa KoMmruiekTa CaH/10CTaTHH LAR.
BHUMAHME: Or ¢chbIIeCTBEHO 3HAYEHHE € /1a 3an0o4YHeTe

pa3TBapsHETO CaMO CJie]l KATO KOMILIEKTBT 324 HH/KeKTHpaHe
nocTHrae craiina remneparypa. OcraBere KOMILIEKTAa HA CTalHA 30 MHH.
TemMneparypa Hai-MaJko 3a 30 MUHHYTH NpeiH pa3TBAPAHETO, HO 20°C -25°C

34 He nopeude or 24 uaca.

3abenexka: AKO € He0OX0MMO, KOMIUIEKTHT 3a MHKEKTHUPaHE MOXKe
na Ob/ie BbpHAT 00paTHO B XJIaJWTHHKA.

Crbnka 2
e OrcTpaHeTe MJacTMacoBaTa Karnayka oT (pJlakoHa U MOYHCTETe
rymMeHara 3anyuiajika Ha (pJ1lakoHa ¢ HarnoeHa CbC CrupT
KbpMHYKa.
e OrcrpaHere (OIMOTO HA OMAKOBKATa HA a1anTopa 3a (JIakoH, HO
HE uzBaxknaiite aganropa OT OrnakoBKaTa.

e JlbpxKeHKH OMaKoBKaTa Ha ajantopa 3a (pakoH, nocTaBeTe
azanTopa BbpXy (JIakoHa U HATUCHETE HANOJY I0KpaH, 10KaTo
LIpPAaKHE U Ce Yye 3BYK ,,LIpaK .

e OrcTpaHeTe ONAaKOBKATa Ha a/1anTopa 3a (p1akoH ¢ BEPTHUKAIHO
JIBUIKEHHE
Crbnka 3

e OrcrpaHeTre Kanaykara OT Npe/IBApUTEIIHO Halb/IHEHATA
CMPHHIIOBKA C Pa3TBOPHUTE/IS M 3aBUHTETE CINIPUHIIOBKATA BbPXY

ajanropa 3a (pJ1akoH.
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. basHO u30yTaiiTe OyTanoTo Haa0ay AOKpaH, 3a /1a NPEXBBLPJIMTE
LLeJIUS pa3TBOPHUTEI BbB (hJIaKOHa.

Crbnka 4

BHUMAHME: Ot chliecTBeHO 3HAYEHHE € /1a OCTABHTE ()JIaKOHA
HAH-MAJIKO 324 5 MHHYTH H 14 c€ YBEpHTe, We Pa3TBOPHTEJIAT
HAI'BJIHO € OMOKPHJI nmpaxa.

3abenexka: Thil KATO € Bb3MOXKHO BbB (PJ1aKOHA /1 C€ MOJTYUH JICKO
CBpbXHaJIiraHe, HOpMaJIHO € OyTaso0To Aa ce IBUIKH Harope.

e Ha 1034 eTan noJaroTeeTe rnalMeHTa 3a HHKEKLHA.

Crbnka S
e Crea nepuoaa 3a OMOKpsHe ce ypepere, 4e OyTanoTo Ha
CTNPUHIIOBKATA € HATHCHATO JIOKPaHu.

BHUMAHME: JIptxkre HaTUCHATO OYyTa/0TO M paskialuaiite ¢akoHa
C YMepeHH BHKEeHHsI B XOPH30HTAIHO MOJIOKEHHE HAH-MAJIKO 3a 30
CeKYH/H, TaKa 4e MpaxbT Ja ce Pa3TBOPH HAITBJIHO (€IHOPO/IHA
MJIEKOTIOI00HA CYCNEH3Hs ). AKO NPaxbT He € HAIBJIHO Pa3TBOPEH,
pa3KjaTeTe ¢ yMepeHH JABH:KeHHSI NOBTOPHO 32 ome 30 cexyHu.

Crbnka 6
o JlezuHdekTHupaTe MACTOTO HA HHKEKTHPAHE C HAMOEH ChC
CIIUPT TAMIIOH.
e OGbpHETE HA0/Y CIIPHHLIOBKATA U (p1akOHa, DaBHO M3bpHanTe
GyTaa0TO HA3a/l U MU3TErieTe LAI0TO ChbpXkKaH1e OT (hJIakoHa B
CIIPUHLIOBKATA.

e OrBBpTETE CNPHUHIIOBKATA OT a1aNTOPa 3a (PJIAKOH.

1 1 . . .....,........-:l"-' -




Crbnka 7
e [locraBere obe3onaceHaTa MHKXEKIIMOHHA WIJjla Ha
CMPHHLIOBKATA.
e (OTHOBO BHUMATEJIHO pa3KjiaTeTe CIIPUHLIOBKATA, 34 J1a Ce
rapaHTHpa eTHOPOJJHOCT Ha MJIEKONO100HATA CYCIICH3HA.

e MHsabpnaiiTe 3alMTHATaA Kana4ka 1o rnocoka Ha Mrjara.

e BHuMaTeNHO NOYyKaWTe 10 CIPUHLIOBKATA, 3a 1a OTCTPAHHUTE
BCUUYKHU BUAMMH MeXypueTa U ' U3roHeTe OT CIIPUHIIOBKATA.
Veepeme ce, ue MACMOMO HA UHJICEKMUPAHe He € 3aMbPCeHO.

e [Ipoawmkere He3abaBHO che CThIKa 8 32 MpUJlaraHe Ha
nauuenTa. Besko 3abaBsHe MOXKe /1a I0BeJIe /10 yTasBaHe.

Crbnka 8

e Cannocratvd LAR Tps6Ba 1a ce npuiara camo KaTto JbJ0oKa
unutpamyckyiHa uikekuus, HUKOI'A HHTpaBeHO3HO.

e 3abonere LA1aTA UIJ1A B JIEBUS WIIM JIECHUS Ty TEAJIEH MYCKY I
noa e 90° cnpsaMo Koxara.

e baBHO u3abpNaiTe OyTaIOTO, 32 1a C€ YBEPHTE, HE HE CTC
3acerHajii KpbBOHOCEH CbJ (aKO CTE 3acCerHajn KpbBOHOCEH
Ch/1, [IPOMEHETE M0COoKaTa).

e baBHO HaTUCHeTe OYTAIOTO /10 U3MPA3BAHETO HA CMPHHIIOBKATA.

OrcTpaHeTe Uriarta OT MIACTOTO Ha HHKEKTHPAHE M
sajelicTBaiTe npeanasurens (KakTo e nokasaHo Ha CTbika 9).

Crbnka 9

e AxTHBHpaiiTe oOe3onacsaBallysa npeanasuTel Ha
WHKEKIIMOHHATA UIJ1a 110 €/JMH OT ABaTa NMoKa3aHu Ha4uHa:

- HATHUCHETE eJlaCTHYHATA BPb3Ka Ha Mpe/Ia3uTelis KbM
TBBpP/1a MOBBPXHOCT ((purypa A)
- WJIM HATHCHETE eJlaCTUYHATa BPb3Ka Hanpe/l ¢ npbera

cu (purypa B).

e [IpaBWIHOTO aKTUBHPAHE CE MOTBBPAK/1aBa OT H3/1ABAHETO HA
3BYK ,,LLIPaK .

e He3abaBHO M3XBBpJIETE CIIPUHLIOBKATA (B MOAXO0/AA1IL
KOHTEHHEP).
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