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CAHIAOCTATUH 100 muxporpama/l mi nuﬁcéﬁﬁﬁﬁﬁéﬂﬁ udyiuoneH pa@mop

SANDOSTATIN 100 microgram/1 ml sokition for injection/infysion, 17 367
OKTpeoTHA (octreotide) ﬁﬂ?’ %WE”‘ -
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Hpoderere BHRMATEIHO HAIATA JUCTOBKA, NPEIH A2 3a0YHETE Aa HINMOA3BATE TOBA JEKAPCTBO, Thil

KaTo T9 CBALPKa BazkHA 32 Bac nadopmanug,

- 3ana3seTe Ta3H JIHCTOBKa. MoOxXe a C€ HAMOMKH Aa 4 NPOYETETE OTHOBO.

- AKO MMaTe HAKaKBH JOITBIHHTEIHH BRIPOCH, monuTaiite Bawng jekap, papManieBT MiIH MEAHLIMHCKA
cecrTpa.

- ToBa nekapcTBo € npeanucaHo auyHo Ha Bac. He ro npeotcrsnsaiite Ha qpyru xopa. To Moxe 1a MM
HABPEH, HE3ABHCHMO Ye MPH3HALMTE Ha TAXHOTO 3a00nsgBale ca ¢hinmre kato Baumre.

- AKO MMOJIYYHTE HAKAKBY HEXEIAHU IeKapCcTBEHH peakiy, yeenomete Batus nekap, hbapmanert iy
MeJHLHMHCKA cecTpa. ToRa BKIIOUBA M BCHUKM BB3MOM@HH HEXETaHH peakIiii, HEONIHCaHU B Ta3H
TUCTOBKA. BikTe TOuKa 4.

KakBo ¢pAbpaa Ta3H JHCTOBKA

1 Kakro npeacrapnasa CaHAOCTATHH H 34 KAKBO ¢e M3I10/138a
2. Kaxgo Tpabna na 3Haete, rpeay aa H3no3pare CangocTaTud
3 Kak na usnionseare CaHA0CTaTHH

4, Bs3MOKHU Hexe1aHH peakiiiy

5 Kak na cexpansiate CaHIOCTaTHH

6. CpabpxaHue Ha ONAKOBKATA M JON'BAHHUTEIHa HHGOpMALIHS

1. Kaxkpo npeacrapasapa CanjJocTaTHH H 32 KAKBO C¢ H3D0JI3Ba

CaHnoCTaTHH € CHHTETHYHO Che/IHHeHUE, MPOM3BOAHO HA COMATOCTATHH, HOPMAIHO CHINECTRYBALNG B
YOBEUIKHA OPraHU3bM BEILECTBO, KOETO TIOTHCKA ACHCTBHETO HA PeaMLia XOPMOHH, KATO HAIIPHMEP XOPMOHA
wa pacrexa. [IpequMcrsata Ha CaHgoCTaTHH Ipes COMATOCTATHH Ca MO-MOIUHHST U MO-HPOABIDKHTENEH
eexT.

CangocTaTHn €e NPpUAAra 3a

. PH AKPOMEraJiHA - CECTOSHHE, TIPH KOETO OPraHH3MBT IPOH3BENIA PACTEWEH XOPMOH MHOIO
noBeye 0T HeoOxoAuMOTO. TIpH HOpMAaNHK YCTIOBHS PACTEXKHUAT XOPMOH KOHTPOJIHpA HAPACTBAHETO
HA ThKAHWTE, OPrAaHWTE ¥ KOCTHTE. YBEIHMYEHATA NPOAYKIIMS HA PACTEXEH XOPMOH BOJIH IO
Hap4aCTBaHEe HA pa3Mepa Ha KOCTHTE H THKAHHMTE, OCOOEHO HA JUIAHMTE M CThilanara. CaHgo0cTaTuH
3a0eeKUMO HAMAJIIEA CHMITTOMHTE Ha AKPOMETAJIHS, KOUTO BKITIOYBAT TaB0ob0Iue, H300HIHO
Y3NOTABAHE, CKOBAHOCT Ha PHLIETE K KpaKaTa, yMopa B §0/1ku B cTaBuTe.

. obJ1eKyapaHe Ha CHMITTOMHTE, CBBP3aHH C HIKOH TYMOPH HA CTOMAINHO-IPeBHUA TPAKT (Hamp,
KapUMHOHIHM TYMOpPH, VIPOMH, NIIOKaroHOMH, FaCTpHHOMU, HHCYTHHOMH ). [IpU Te3H cay4au muma
CBPBXTIPOAYKLNA HAa HAKOH CieNM(HYHE XOPMOHH H SPYTH IMOA0OHHM BelIecTBa OT CTOMAaxa, YepBara
WIH aHKpeaca. CBPBXNPOAYKLHATE pascTpoiiBa HOPMATHHA XOpMOHaJIeH GallaHc Ha OPraHH3Ma,
KOETO BOJIY JI0 Pa3/IH4YHH CUMIITOMH KaT0 H3YEpBABaHE, JMapus, HUCKO KPLBHO HajlsiraHe, OOpHE H
saryQa Ha Terio. Jleuenmero ¢re CaHiOCTaTHH NOMAra 71a e KOHTPOIHPAT T€3H CHMITTOMH.

. peXOTBPATABAHE HA YCJI0KHEHHR CJIe]} ONePANAR HA nankpeaca. JledeHreTo cbe CaHgocTaTuH
I0Mara Aa ce HAMATH BePOATHOCTTA OT CJICAONEPATHBHH YCIOKHEHHA (Hamp. abcliec B KopeMHaTa
00nacT, FE3MANCHE Ha NaHKpeaca). e

. CHHpaHe W NPeIOTBPATARAHE Ha MOBTOPHH KPbLBOTEUEHHS OT Pa3sKbCAHH rac"rp?éd’g{iaw%m
BAPHUH TIPH TALKHEHTH ¢ LAPO3a (XPOHHYHO 9epHOAPOOHO 3ab0ngBaHe). JleuenpeRyenc - 2
CaHpoCTaTHH NIOMara jia ¢e KOHTPOJIMpa KbPBEHETO H Aa ce peayLrpa HyKaata af Fpanchysm. \ %

»  JieucHHe HA TYMODH Ha XHNODH3ATA, KOHTO NPOHIBEXIAT MPEKATCHO TONAMO KOMUUeCTRO & .5 |
tHpeocTuMyaHpaut xopMoH (TCX). TIpekaneHo rolsMOTO KOTHYECTBO THPEOCTHMYIHPALT XOPMOH 7 |
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(TCX) Boay 10 XUNEPTHPEOHIUIBM.

CaHaoCTaTHH ce H3NOM3BA 3a ICUCHHE Ha X0pa ¢ TYMOPH Ha XMIO(PH3aTa, KOHTO HPOH3BEXK AT

NPEKAICHO FO/IAMO KOJIHYECTBO THpeocTuMyaupail xopmoH (TCX):

- KOrato ApYrure BUAOBE JICUeHUE (ONepaTHBHO WK JTLYSTEPAIIH ) HE ¢a MOAXOMALIA HiIH He
JASUCTRAT,

- CJIE], ThUETEPAITHA, 32 Aa C€ NOKPHE MEXIUHHUA NMEPHO, NOKATO 3aMoyHe Ja AeiicTRa
JbYETEePAIUATA.

2.  Kaxpo TpsafBa ga 3uaete, npeau aa usnoemsare CaggocraTun

He nanomsaiite CaniocTraTii,
- aKO CT€ aJICPrHYHH KEM OKTPEOTHI HIIH KBM HAKOS OT OCTAHAINTE ChCTABKH HA TOEA JIEKAPCTBO
(m30poenu B Touka 6),

IIpeaynpeskaeHds H npeANa3Hd MEpKH
['opopere ¢ Bammnd nexap, rnpeau aa uznonspare CaHI0CTaTHH:

- aKoO 3HAETE, Y€ UMaTe XILYHH KaMbHH WA CTe UMaji TAaKMBA B MHHANOTO HIIH UMATE HIKAKBH
YCJIOXKHEHMA KaTO BUCOKA TEMIIEPATYpa, BTPUCAHE, KOpeMHA 00J1Ka HIH [OXhITABAHE Ha KOXKAaTa Uiy
OuMTe, HHpOpMUpaiiTe Banus nekap, Thil KATO APOAB/DKATE/THOTO H3NOJ3BAHE Ha CaHa0CcTaTHH
MOXKE Jia fJoBelle N0 00pa3yBaHeTO Ha XITHYHU KaMbHU. BalllHaT JIekap MOXKe 1a roskKenae aa
MPOBEPABA NEPHOAHYHO Wvbuaua Bu Mmexyp.

- aK0 AMaTe npodiieM ¢ HUBOTO Ha KPbBHATA 32Xap, KO TO € MHOTO BUCOKO (InMabeT) HIH MHOTO HUCKO
(xHnorsmkeMus ). Koraro CaHjocTaTHH ¢e U3NONA3BA 3a IeYeHHE Ha KPBBOTEUEHH OT Pa3KbCaHH BEHH
B CTOMAXA H XPaHONPOBOAA; 3aAB/DKUTE/IHO € IPOoCHeAABAHETO Ha HUBOTO Ha KPLEHATA 3aXap.

- aKO CTe¢ UMaIH B MMHANIOTO HEJOCTHr HA BUTaMHUH B12, Bauiuar mexap MoOxKe Ja nokenae 1a
OPOBEPARA NEPHOIAYHO HUBATA Ha BuTaMut B12.

H3cheapanusa o TecroBe

AKO IIpoBeX1aTe NPOIB/LKUTENHO Bpeme NedeHue cke CaHpocraTiH, Baummar rekap Moxe na nokenae
MEPHOIUYHO J1a IPOBEPsIBa QYHKLMATA HA Bamata WuTOBKMAHA #Ile3a.

Bamuar Nexap mie ciieam QyHKiIMATa HA YepHUua B apob.

dena
Hma manek orur ¢ ynoTpebara Ha CaHIOCTaTHH TIpH Acla.

Apyru nekaperea ¥ CaHaoCTATHH
Hugopmupaiite Baiuus nexap wid dapMaLeBT, ako NpueMate, HACKOPO CTe MPHEMAIH HIH € BEIMOXKHO /a
IPUEMETS APYTH JeKapeTBa.

[1o npuHUMI MOXe A3 NPOAL/DKUTE A3 [IpyueMaTe APYyrd IeKapcTea, AOKATO Ce JIEKyBaTe ¢b¢ CaHaOCTATHH.
Croblapa ce, ye CaHAOCTaTHH MOBIUABA HAKOH JIEKAPCTBA KATO LIMMETHIHH, LIHKIOCTOPHH,
OpOMOKpPHIITHH, XHHHIHH U TePHEHAIHH.

AKo TIpyemare JICKAPCTBA 33 KOHTPOJI Ha KPBBHOTO HajisraHe (Hamp, 6eTa GJIoKepy WiM Ka

AHTATOHWCTH) WM CPEACTBA 33 KOHTPOJl HA BOAHHA M eIEKTPOSMTEH DallaHe, MOXKe Ja e

nexap Ja NpoMCHH Ao3aTta BH. s
"I ;;-T_ r.f

AKo Umate nuader, MOXe Aa ce HaJloKH BammaT mekap na npomenu Bawara no3a uucyind.. .
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bBpeMeHROCT B KbpMeHe
Ako cTe OpeMeHHa WITH KbPMHTe, CMATaTe, Y€ MOXE a ¢Te OpeMeHHa WM IUTaHHpaTe GPeMEeHHOCT,
[IOCHLBETRAiTE c€ ¢ Bawwa nekap npeay ynoTpedara Ha TOBA JIEKAPCTBO.

CangocTaTiH TpadBa 14 ce puiara 1o BpeMe Ha 6peMeHHOCT, CaMO IIPH KATEropHuHa HEOOXOMMOCT.

Ilo BpeMe Ha JTEYEHHETO XKEHUTE ¢ JETepOJCH MOTEHHHAN TPpAOea Aa M3non3sar eeKTHRHY METONU 34
KOHTPALETTHH.

He Tpabpa na kepMuTe, nokato ynorpebasare CannocrariH. He e uspectHo nanu CaHzocTaTHH NpeMHHAaBa
B KbPMATA.

Mlodupane u paGora ¢ MAIHHHA
CanfocTaTH HE NOBTHARA WIH MOBIHABA NpeHeOpekuMO Manko croco0HOCTTa 33 modupane u paboTa ¢
MamdHH. He3aBHCHMO OT TOBA, HAKOH CTPAHMYHH e(PeKTH, KOMTO MOXKETE [a H3ITMTATE, JOKATO M3II0/I3BaTe

CanpocTaThy, Kato riapobonme ¥ yMopa, Morat aa HaManst crocobnoctra By 3a wodupane u 6esonacHa
paboTa ¢ MALLIHH.

CaHJ0CTaTHH CHABPIKA HATPHIH
Tora nexapcTso ChAbPXKa no-manko ot 1 mmol (23 mg) HaTpuil BLB Besika aMITyla, T.€. MOXKE [1a Ce KaXKe,
Yye NPAKTHYECKH HE ChARPXKA HATPUH.

3. Kax aa m3moassare Cangocrarun

BuHary uanom3seakite ToBa TEKapCeTBO TOHHO KakTo By e Kazan Baummsr nekap unu dapmaneBr. Ako He ¢Te
CHI'YpHH B HELIO, monuTaiTe Bainus nexap Wik dhapMalierT.

B 3aBHCHMOCT OT CBCTOSHHUETO, KOETO NeKyBaTe, CaHI0CTaTHH C€ Npuiara KaTo:
. [IOAKOXHA (MO KOXKATa) MHAKEKUMA HITH
. HHTpaBeHO3HA (BRbB B€HATA) HHOY3HA.

Ao MMaTe LHPO3a (XPOHHUYHO YepPHOAPOOHO 3ab0M9BaHe), MOXKE 14 Ce HANIOXKY Bamiar isekap 12 rpoMeHH
Bamrata nmoaabpxama no3a.

BamusaT nexap Wi MeauiiiacKa cecTpa me Bu o0sacHAT, kak Ja nixkekTHpaTe CaHIoCTaTHH IO/ KOXKAaTa,
HO HHTPABCHO3HATa HHGY3HA TpaOBa BUHATH A C€ W3BBPILUBA OT METHUHHCKH CTICLHAIHCT.

e [ToAKOKHA HHIKECKINA
['oprara dact Ha pwliere, SenpaTa H KOpeMa €a NOAXOAALIH MECTA 33 NPWIAraHe HA MOAKOXKHH HHKEKLHH.

3a BesiKa OTJENHA MOAKOKHA HHXKEKLUA u30HpaiiTe HOBO MACTO, 34 Ja HE APasHUTE MOCTOAHHO ONpeRe/IeHa
obnacr. IlanMeHTHTe, KOKTO lile HpHIAraT HIDKEKLHHTE CAMOCTOATENHO, TPAOBA A3 NOAYYAT TOUHH
yKazaHHa OT CBOA JieKap WX MeIHILIWHCKA CECTpa.

AKO CBXPaHIABATE JIEKAPCTROTO B XJIAMIWIHHK, C€ [IPEenopbYBa A4 I'0 OCTABUTE JIa AOCTHIHE CTalHa
TeMIepatypa Npei Aa ro H3noxs3sare. Toa lie HAMATH PHCKa OT HONE3HEHOCT Ha MACTOTO Ha
MHXKEKTHpaHe, Moxe fia A 3aTOILIMTE B PBLIETE CH, HO HE sl Harpspaiire.

HsaxoH xopa u3nuTBaT O0NKa B 001aCTTa HA MACTOTO HA MIDKEKTHPAHE Ha MOAKOKHATA UHDKEKE

r o
Oonka OOMKHOBEHO € KpaTKOTpaiHa. Ako ToBa B ce ciiyuu, MoxkeTe aa Hamanure Donkara;
Pa3’ThPKAaTe MACTOTO HA MHXKEKLMATA 38 HAKOJIKO CEKVH/IH. e

{Ipenu Aa w3noN3BaTe aMIynuTe CasAOCTATHH, IPOBEPETS pasTBOPET A2 HE CHIBPKA qaci"ﬂuu H na RE e SRR
npoMeHeH ueaT. He ru usnon3eaitre, ako 3abenexure Hewo Heobu4aiiHo. R
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3a 71a ce NpeOTBPATH PHCKA OT 3aMbpCsBaHe, Kanadkara Ha MHOIOA030BHTe yakonH He TpAOBa aa ce
npobusa noseue ot 10 mbTH.

AKO cTe H3N0/3BAJE NoBeYe CAaHN0CTATHH OTKOJKOTO ¢ Heo0X0AuMO
Hsama nannu 3a )xUBOTO3acTpallaBalllH peaKUUH CNea npenosupade ¢be CaHJOCTaTHH.

CHMIITOMHTE Ha Mpeo3HpaHe Ca: HENPaBIIEH ChpPAeYeH PHTHM, HUCKO KPBBHO HANIATaHE, CNHPAHE Ha
ChpACYHATA TSHHOCT, HEAOCTHT HA KUCJIOPO B MO3bKA, CIUIHA O0JIKAa B ropHATa YacT Ha CTOMAaXxa,
MOKBITABAHE HA KOJKAaTa W OUMTE, FaIeHe, 3aryba Ha aneTuT, IHapus, ciaboct, yMopa, JHIICA HA eHeprd,
3ary0a Ha Terino, nogysane Ha KopeMa, TMcKkoM(popT ¥ BUCOKO HHBO HA MITEYHATA KWCEIHHA B KPDLBTA.

AKO MHCIIHTE, Y€ CTe IIPeO3MPaHH H H3IIHTAaTe 000NN CUMOTOMH, KOHCY/ITHpaiiTe ce ¢ Bainus nexap
He3abaBHO.

AKO cT¢ HpPONYCHAMHY A2 u3noa3sare CanaocTaTHH

[Ipunoxere eqHa 103a BeHAra LWOM CH CIIOMHHTE, H CleJ TOBA MPOIBJIKeTe KakTo ODHKHOBEHO.,
IIpomyckaHeTo Ha IpAeMa Ha eHa 03a HIMa Aa Bu HaBpeaw, HO € BE3MOKHO BpeMeHHO 1 C€ [IOABAT
HAKOH OT CHMIITOMHTE Ha 3a00/BaHETO, JOKATO HE Ce BB3CTAHOBH O0MUaiHATA CXEMA.

He winkexTHpaitre noliHa Ao3a CaHAOCTATHH, 34 A2 HABAKCATE MPOMYCHATHTE OTASTHH JIO3H.

AKxo cTe crpeJH ynorpedara Ha CangocraTuy

AKO npeyCcTaHOBUTE NEUCHHETO Che CaHIOCTATHH, € BHIMOXKHO Bamure CHMATOMM A3 C€ TOABAT OTHOBO.
Ilopagu Tasu npu4yHHa He TPAOBa Aa cnMpate ynorpebara Ha CannocraTH, ocBeH ako Bamust sekap ve Bu
KaKe Aa FO HANPABHTE.

AKO WMAaTC HAKAKBH HOIIBIHUTEIHHA BEIIPOCH, CBbP3aHH C YNOTpedaTa Ha TOBA JIEKapCTBO, MOMUTAlTE
Bainus jiekap, MeaMUMHCKA CeCTpa WK hapMaLEBT.
4. Bh3MOKHH HEKENAHH PEAKITMH

KakTo BCHMUKH JIEKapCTBa, TOBA JISKAPCTRO MOXKE 1A MPEAM3BHKA HEXKCIIAHH PEAKLIMM, BBIPEKH Y€ HE BCEKM
ry [oJIy4asa.

Hsakon pexenann peaknu Morar Ja 6baar cepao3an. Hadopmupaiite Bamng nexkap nezabdasno, ako
NOJYUYHTE RAKOA 0T CJIeJHMTE HeXKCJIAHH peaKIHH:

Mmnoro 1ecTH (Morar aa zacerdar nosede ot 1 Ha 10 aywmu):
. KaMbHH B AUTBYKATa, BOACLIN A0 BHe3arHa 0oJika B repda;
* [IpekajicHO BHCOKO HABO Ha KPBbBHATA 3axap.

Yecrn {MOTaT A2 3aceruar A0 1 nva 10 gymwm):

. HenocraTbuHa aKTUBHOCT Ha LUTOBHIHATA XJ1e3a (XUTTOTHPEOHIN3bM ) NpeIH3BUKBALIA MIPOMIHA B
ChpAedHaTa 4ecToTa, aneTHTa WIK TeNeCHOTO TEMVI0, YMOpa, YCellaHe 3a CTyA WIH TMIOAYBAHEe OTIIpen
Ha LMATA;

. ITpoMsHa B TeCTORETE 3a PYHKLWATA HA [IIMTOBHIIHATA JKJIe34;

. Br3nageHHe HA AITHYHHA MeXYp (XOJNELMCTHT ), CHMITTOMMUTE MOTaT Z1a BKJIFOURAT OOJIKAa B ropHaTa
AACHA 4aCT Ha KOPEMa, BHCOKA TEMIEPATyPa, raicHe, TIOKBITIABAHE HA KOXATA H OUHTE (REFTCHULA),

) [IpexaneHo HUCKO HUBO HA KPBBHATE 3axap; f b&EHﬂW z’?{i;

. HapyuieH riroko3eH Tonepanc; -}J’;a‘:_g f/ \\*"ZE

° 3abaBeH cbpAeUEH PHTEHM. dES AR



Heugecrn (Morar ga 3acersar ao 1 va 100 aymm):
. Kaxnaa, oTAeNgHe HA MAJIKO KOJIMYECTBO YPHHE, TEMHA YPUHA, CyXa, 3aUepBeHa KOkKa,
. YckopeH ¢hpAgUYCH PUTHM.

JApYru cepHo3HH HeXKeJAHH PeaKInH

. CBpbX4yBCTBUTEJIHOCT (aNIEPrU4HH PEAKIINHA), BKIIIOUHTEITHO KOKEeH OOpHE;

. Bun aneprudHa peakuns (aHaMWIAKCHS ) MOMKE Aa NPEIU3BHKA 3aTPYIHECHO NPENTHIIAHE WIH JHIIAHE
OTOK H M3TPBIBAHE, BEPOSTHO € IIOHWKEHUE Ha KPLBHOTO HaArane, NpHAPYKEHO OT 3aMasHOCT HITH
3ary0a Ha ¢b3HAHHE;

3

° Boananenue Ha nankpeaca (MaHKPEATHT), CAMITTOMHATE MOI'aT Jia BKJIKOUBAT BHe3anmHa 6oJika B
TOPHATA YacT Ha KOpeMa, raficHe, MOBpbLOAHE, THAPH;
. Brananenne Ha gepsaug apo0b (Xenatur): CHMIITOMHTE MOTAT Ja BKIHOYBAT MOKBATABAHE HA KOXKATA H

O4YHTE (KBLJITEHHMUA), FajieHe, NOBpEINaHe, 3aryda Ha alneTHT, YCeIaHe 3a 00Imo HePasoIoKeHHe,
CbpOeX, CBETNIO OLBETEHA YPHHA;

o HenpasusieH ¢hpliedeH pUTHM;
. Hamanasane 6poa na tpoMOouMTHTE B KPBBTA; TORa OH MOIJIO Ja AOBE/IE A0 MOBHINIEHO KHPBEHE WIIH
CHHHHH.

Hugpopmupaiite HezabapHo Bamms siekap, ako 3a0eN1eKHTE HAKOS OT ONMCAHMTE MO-TOPE HEXKEaHH
pPEakIHH.

Hpyru nexe/aHH peaKkHHH:
HMudopmupaiite Bamusg nexap, ¢apMaleBT WM MEIMIHHCKA CECTPA, aKO 3a0eI1eKUTE HAKOS OT OMHCAHUTE
MO-0JTY HEXKENaHK peakunH. Te 0OMKHOREHO ca JIEKW W OT3BYY4BAT B X014 HA JIEYSHHUETO.

MHuoro yecTn (Morar aa 3acersHat noseue ot | Ha 10 qymm)
Hwmapus;

Kopemnua 60nKa;

I'aneke;

3arex;

MeTteopusbM (razoge);

['naroGonue;

bonka Ha MACTOTO HA HHKEKTHpaHe

® & = = & 2 »

Yeceru (Morat na 3acerHat Ao 1 ga 10 gyum)

HuckombopT B cTOMaxa el HaXpaHpaHe (JHCIIENCHA),
[lorpriane;

¥Ycelnane 3a NBEIHOTA HA CTOMAXA;

Masztau H3NpaKHSHHA;

Kalnapy M3nmpaxdeHus,

HpoMmana B BeTa Ha H3NPAKHEHNITA,

3aMaiHOCT;

3ary0a Ha aneTHr;

[Ipomana B uepHOAPOOHHTE HYHKIMOHATHHA TECTOBE;
Koconan;

3amyx;

Cnabocr.

AKO NONTyYdTe HAKAKBH HEXENAHH JEKAPCTBEHH peaKiuy, yseaoMeTe Bauus nekap, Me,unuﬂgcmrcempa

P WA
HH GapMaliesT. pﬂ‘a" My ™
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Hsxon xopa usnurear 00Jika B 00J1aCTTa HA MACTOTO HA NOAKOXKHATA HiDKeKUMS. Tasy, 6@311(3 06HRHOBeH0 e"* \
KpaTKoTpaiHa. Ako ToBa Bu ce ciiydu, MoxeTe Aa HaManuTe OONKaTa, KaTo paST'praﬂe MSICT{)TO Ha o
WHXEKLHATA 32 HAKOJIKO CEKYHIH. TR



Axo npritarate CaHIOCTaTHH 4pe3 IMOAKOKHA HIKEKLHMA, NoABaTa Ha CTOMAIIHO-YPEBHHA HEXENAHT eeKTy
MOJKE /14 Ce HaMaJIl, KaTo ce u304rea rIpHeMa Ha XpaHa OKOJIO BPEMETO Ha NIOCTaBSIHe Ha HIDKEKLHATA.

Ilopaam Tasu MpHUMHA ce NpeNopEHBa HKeKTHPaHe Ha CaHIOCTATHH MEXAY XPaHEeHHATA WIH NPEaM
JSTaHe.

CrofmaBane HA HEXETAHE PEAKUUHT

AKO NoyYHTe HAKAKBH HEXKEIaHU JIEKAPCTREHU peakumy, yeeromere Batnia nexap, papmalieBT Win
MEAMLHHCKA cecTpa T0oBA BKIFOUBA BCHUKH B3MOKHH HEOIMHCAHH B TAa3H JIHCTOBKA HEKSNAHM PCaKIMK,
MoxeTe CHINO 43 CLOOIIMTE HEXENAHH PEAKUIMH AUPEKTHO YPe3 HALMOHATHHA PeTYIATOPEH OpraM Ha
azapec:

brarapus

Hansanirenna areHina no jgeKapersara
vy, Jlamau Upyes” Ne 8

1303 Codus

Tesa.: +359 2 8903417
yebOcaiiT: www.bda.bg

Karo ¢po011aBate HexeIaHH peakuHu, MOJKETe Ja JajeTe ¢BOA NPUHOC 32 NOTY4aBaHe Ha noBede
MH(pOpMalKA OTHOCHO De30MacHOCTTa Ha TORA JICKapCTRBO.

5. Kak ga cexpanssare CaHNOCTATHH

Ja ce cpxpaHdBa H2 MACTO, HEAOCTHITHO 34 ACUA,

Jla ce cexpaHABa B OPHUIHHAJIHATA ONAKOBKA, 34 Ja ¢ TIPEANAaM OT CBETHHHA.

Ha ce coxpansapa B XnaquiHuk (2 °C go 8°C). da He ce 3ampasaBa.

AMITyIMTE MOXKE J1a ce ChXpaHaBar NpH TeMItepaTypa 1oa 30°C 3a cpoOkK, He NO-ABJILI OT 2 CeaMHLIH.
AMnynure TpaOBa Ja ¢€ H3MO/I3BaT He3abaBHO C/Ie] OTBapIHeE.,

PaspencHuaT pasreop TpabBa Ja ce v3MoNI3Ba He3a0aBHO ClIe] NPHIOTEBAHETO MY.

He w3nonspatite TOBa IGKApCTBO CNEA CPOKA Ha rOAHOCT, 0TOE/IA3aH BhPXY €THKETA WIW KApTOHCHATA
onaxkoska cnea “EXP”, CpoksT Ha roiHOCT OTTOBaps Ha NOCJIEIHNA A6H OT TIOCOUEHHA MeCeLl.

He u3rnonseaire ToBa JI€KapCTBO, AKO 320€/1€KHTE YACTHUHM HIIM NPOMSAHA Ha LBETA.

He H3XBHpAATE JIeKapCTBaTa B KaHAIM3AIMATA WM B KOHTEHHepa 3a AoMalHu ornaasuH. ITonuraiite
Bamusa gapMaueBT Kak fa U3XBPIIATE JEKapCTBaTa, KOWTO BeYe He U3non3eare, Te3n Mepky Liie CIIOMOrHaT
34 oma3BaHe Ha OKOJIHaTa ¢peaa.

6. Copaspxanue HA ONAKOBKATA B JONDLIAHUTETHA HHpOpMANHA

Kakso cpaAbpxa CAHAOCTATHH

- AKTHBHOTO BELIECTBO € OKTPEOTHUL.

- 1 ml pazTBop ceabpka 100 MUKkporpaMa OKTPEOTHA.

- Jlpyrute CbCTaBKM ca MJle4HA KHceltHa, MaraTon (E421), HatpueB xuaporeHkapGoHaT, BOAA 3a
MHOKEKITHM.

Kak warnexaa CaHROCTATHH A KAKBO ChALPAKA ONAKOBKATA P

Canpocrarus 100 mukporpaMa/l ml: amryna or 0e3ugeTHO CTHKIO ¢ iBa BeTHH ﬂp’bCTE:Ha_égﬁH&Y%l%{;ﬁ;;

eIHH 3€JIeH), ChIAbpKaLa GHCTEp, Oe3UBETEH Pa3TBOP. - ~
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CaHaoCTaTHH Ce [pejJiara B aMnyiau ot 1 ml x 5. T ".1: |
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[paTemxare na paspemeHNETO 32 YHOTpea M IPOH3BOIHTE
Novartis Pharma GmbH

Roonstrasse 25, 90429 Nuernberg, I'epmanus

3a OTbAHUTENHA HHPODPMaLHA OTHOCHO TO3Y ASKapCTBEH MPOXYKT, MO CBBPIKETE CE ¢ JOKANHAA
fIPEACTABMTEI Ha TIPHTEXKATENA HA pa3pelICHHETO 3a yrorpeda:

Novartis Bulgaria EOOD

oyn. Hukoma Bamiapos Ne 55

EKCIIO 2000, crpaga 4, er. 4

Codus 1407

Ten. 02/489 98 28; dakc; 02/489 98 29

To3n nexapeTBed DPOAYKT € paipenied 3a ynorpeda B abp:kaBare wiaeskn na EHII nox caeannre
HMEHA:

Asctpus, benrapusd, Xopeatwi, Kunep, Yexus, Janus, Ecroxus, Sandostatm
®unnauavs, ['epmanma, Uppups, Yarapus, Henannns, Hpnanauz,
Jlareug, Jlutsa, Manrta, HopBerus, Ilomua, Pymbaua, Cnosakus,
Ciosenna, Menanug, Ulseuud, Obeauneno Kpancreo

benris, Opanuna, Jiokcembypr, XonaHaus Sandostatine

Wranug, Hopryranusa Sandostatina

JlaTa Ha moc/IeARO upepasriexaane na aerosrara: 092020

TocoueHara mo-aony undopManus ¢ IpesHAIHAYSHA CaMO 338 MEJWHMHCKH CIICLHATHCTH!
o HurpaBenoina uadying (caMo 332 MEANNARCKH CHIEHAJIHCTH)

[Tpenu npunoxenue NpoRepeTe JEKAPCTBEHMS NPOAYKT BU3YATHO 12 HE € ¢ MPOMEHEH UBAT M 3 HE
CHABpHKa BHAHMM YacTHuy. He ro wanonsgaire, ako uayTe Hewo HeoGHYakiHo. 3a HHTpaBeHO3Ha HHQYINS
paspeaeTe NPOSYKTa NPEaH NPHIOKESHHE.

CanaocTaTiH (OKTPEOTHA AUETAT) € PUBNYSCKN U XUMMHYECKH cTabineH 1o 24 yaca 8 cTepUNHM
(PpH3NONOTHYHA PA3TBOPH HITH CTEPHIIHYU PA3TREOPH HA AEKCTPoaa (riokosa) 5% sLB Boaa. HezaBucHMo ot
TOBE, THH KaT0 CaHAOCTATHH MOKE A3 MIORIH4E XOMEOCTA3aTa Ha IIII0KO3aTa, CE TPenophyBa 4a ce
H3110/138a (PU3HOIOTHYEH PA3TBOP BMECTO PA3TROP Ha AeKeTpo3za. PaspeaeHnTe pa3TBOpH ca GUIHYECKH M
XuMHu4eckH cTabunuu 3a noHe 24 yaca npy teMeparypa non 25°C. Or MUKpOOUOMOrHUHA TTIS/IHA TOYKA
paspeleHUAT Pa3TROp TpsOBa Aa ce HANON3Ba BeAHara. AKO He Ce M3MOJI3Ba BEAHAra, MEPHOALT HA
H3M0M3BaHe H yCIOBHATA 38 ChXPAaHEHHE Npeay yriioTpeda ca OTTOBOPHOCT HA MEAULIMHCKHSA CHELHATTHCT

Korato CangoctaTrH TpaOBa fa c& NPUITOHKY Ype3 WHTPABSHO3HA HHQY31A, CHABDPKAHAETO HA e/THA aMITy/ia
oT 500 Muxporpama obukHOBeHO ce paspexaa B 60 ml ¢i3ronoruden pasTeop i TOMYHSHHAT pa3TBOP
TPSOBA 1A C& TPUAGHKH NOCPEACTBOM MH(YYSHOHRHA noMiia. ToBa MOXe ZIa Ce IOBTApA TOMKOBA 9eCTO,
KOJIKOTO € HeOOX0AHMO, A0 IOCTUIAHE HA TPSINUCAHATA NPONBIDKUTENHOCT HA JICYEHHETO.

Koakoe Caugocrarad TpaGra A8 W3No/a3BaTte

Jozata CaHAOCTATHH 38BUCH OT ChCTOAHMETO, KOETO CE NEKYRA.

. Axpomeranus AR 170_;;“
Jlevennero obuKHOBEHO 3antousa ¢ fo3a ot 0,05 no 0,1 mg, npraoxkenu Ha Beekd 8 win 12-4g¥g apes. \a.,ﬁ;;\_
nozkokKHa HdkeKIys. Criel ToBa fl03aTa ce NPOMEHS B 3aBUCUMOCT OT e(eKTa M oBiusBageTo Ha * )

CUMIITOMHTE {K2TO HalIp. YMOpa, H3NOTIBaHe K rimaBobosne). I1pu mopeuero nauueH v omumanHaTa
nHeBHa a03a € 0,1 mg 3 uwerw/nen. MakcuMannara nosa 1,5 mg/nen ne tpabea na ce npeaﬂiuasa
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¢ Tymops na cTOMaIIAO-YpeBHAS TPAKT

JleyenvieTo 0BMKHOBEHO 3anmodBa ¢ Ao3a ot 0,05 mg, NpwiokeHn BENHBK HIH JBa THTH JHEBHO HPER
NOAKOKHA MHIDKEKIMA. B 3aBHCHMOCT OT MOBJIHABAHETO ¥ NOHOCUMOCTTA, 03aTa MOKEe FIOCTETIEHHO [Ia Ce
nosuury no (0,1 mg vnu 0,2 mg 3 neri/nen. Tipn kapUMHOWIHY TYMOpPY, TepanusTa TpIGBa a4 ce IpeKpatH,
aKo HAMa noodpeHue cne 1 ceaMuYIHo JIeYeHHe ¢ MAKCHMAIHATA TOHOCHMA 1034,

. Yc1o:xKHEeRHS clle} onepaRus Ha NAHKpeaca
O0nuaiinara nosa € 0,1 mg 3 neTi/AeH, IPHITCIKEHU YPeE3 MOAKOKHA HEDKEKIUA B TPOLBIKEHHNE HA
1 cenmuia, karo ce 3anoyra noxe | 4ac npesy OnepaLniITA.

. Knpnene oT racTpoesoharea iy Bapauy

[IpenoptynTenHara 1o3a € 25 MUKporpaMa/yac B NPONLIKEHUE Ha S JHH, IPHIOKEHM Ypes HeNpeKbcHaTa
HHTpaseHo3Ha UHPY3ua, Heo0xonumo e npocnengsane Ha HUBATA Ha KPHBHATA 3aXap N0 BpeMe Ha
JIEYEHHETO.

. TCX-cexperupama axesomMu 12 Xunoduiara

Josara, edexTHBHA B Hai-ronaMa ctenel ¢ 100 MAKpOrpaMa TPH I6TH JHEBHO Ype3 HONKOMHA WHIKEKITHS.
Jo3ara MOKE 1a Ce KOpUripa B 3aBUCHMOCT OT HoBauasareto Ha TCX W TupeonanuTe xopmonu. Crieg

5 KHEBHO NEYEHHE, € HEOOXOAMMO J1a ce HAMPAaBU MPEONSHKA Ha e(PHKACHOCTTA.
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