JIncroBka: nudopmanus 3a nanHeHTAa /0 00 O-f & 3

CAHJIOCTATHH 100 mukporpama/l ml vakekunonen/nudy3HoHeH pa3Tsop
SANDOSTATIN 100 microgram/1 ml solution for injection/infusion

okTpeoTH (octreotide) ~ A2 17 -01- B

[IpouereTe BHHMATEJHO UAJIATA JIMCTOBKA, NPE/IH /12 3aNI0YHETE /12 H3M0J13BaTE TOBA JIEKAPCTBO, ThH

KATO TH ChAbpKAa BaxkHa 3a Bac nndopmanus.

- 3ana3zere Ta3u JUCTOBKA. MOKe J1a ce HAJIOXKH /1a g NPOoYeTEeTe OTHOBO.

- AKO MMaTe HAKAKBH JIOMBbJIHUTEIHA BLIPOCH, nonuTamTe Bawusg nekap, (hapMalieBT UK MEIMLIMHCKA
cecrpa.

- Tosa nekapcTBO € npeanucaHo Ju4HO Ha Bac. He ro npeorcrbnBanTe Ha JApyru xopa. 1o moxe j1a um
HaBpe/M, HE3aBUCUMO Y€ NMPU3HALUTE Ha TAXHOTO 3a00J/19BaHe ca ChllMTe KaTo Bamwure.

- AKO MOJIY4HUTE HAKAKBH HEXKEJIAHU JIEKAPCTBEHH pPeakLMH, yBejoMere Bawuus nekap, papmaueBT MK
MEJIMIIMHCKA cecTpa. ToBa BKJIKOUBA U BCHYKH Bb3MOXKHH HEXKEJIAaHHU peakLiMH, HEONMCAaHH B Ta3H
nucroBka. Bywxkre Touka 4.

KakBo ¢babpKa Ta3H JIHCTOBKA

KakBo npejacrapisipa CaH0CTaTHH M 3a KaKBO C€ M3I10J13Ba
KakBo TpsaOBa J1a 3Haete, npeaM aa usnoJsizeare CaHa0CTaTHH
Kak na m3non3pare CanjocraruH

Bb3MOKHHM HEXKeJIaHW peakLMi

Kak na cbxpangsare CaHa0CTaTHH

ChabpikaHWE HAa ONAKOBKATA M JAOMBJIHUTEIHA HH(DOPMALIHS

Sy A e e S

1. Kakso npeacrasiasisa CaH0CTATHH H 32 KAKBO Ce H3M0J13BA

CaH10CTATHH € CHHTETHYHO ChE/IMHEHHE, MPOU3BOJIHO Ha COMATOCTATHH, HOPMAJIHO ChIUCCTBYBALLO B
YOBCLIKHA OpraHu3bM BEUICCTBO, KOCTO IMNOTHCKA JNIEUCTBHETO Ha pciaulia XOpMOHH, KATO HAIIpUMEDP XOPMOHA
Ha pacTCiKa. HPEHHMCTBHTH Ha CaHaocTaTuH npea COMaroCTaTHH Ca Nno-MOLHHAT H NO-1TPOJABJIKHTECIICH

eexr.

CaH10CTATHH ce npHJIara 3a

® NMpyU AKPOMErajius - CbCTOSHUE, NPH KOETO OPraHU3MbT MPOU3BEXK/IA PACTEKEH XOPMOH MHOTO
noseue oT HeooxoauMoTo. [Tpy HOpMATHM YCJIOBUS PACTEXKHHUAT XOPMOH KOHTPOJIMPA HAPACTBAHETO
HAa TbKAHUTE, OPraHMTE U KOCTUTE. Y BeJIMUeHaTa NpoAyKLHUS Ha pacTeKeH XOPMOH BO/IH J10
HapacTBaHe Ha pa3Mepa Ha KOCTUTE U ThbKaHUTE, 0COOEHO Ha JUIaHUTE U cThnasaTa. CaH10CTaTHH
3a0€eJIe)KMMO HaMmalIsiBa CHMIITOMUTE HA aKpOMerajaus, KOMTO BKJIIOYBAT rJ1aBo00J e, H300HITHO
M3MOTABAHE, CKOBAHOCT Ha PbLIETE M KpakaTa, yMOpa U OOJIKH B CTaBHUTE.

» oOJiekyaBaHe Ha CUMIITOMUTE, CBbP3aHHU C HAKOW TYMOPH HA CTOMAIIHO-YPEeBHHA TPAKT (Hamp.
KapLHHOUIHHU TyYMOpH, VIPOMHM, IrIIIOKaroHoMH, raCTpHHOMHM, HHCYJIMHOMHM). 11pu Te3u cnyuan uma
CBPBXIPO/AYKLHS Ha HAKOU creliupUYHN XOPMOHH U JIPYTH 110I00HHU BelleCTBa OT CTOMaxa, yepBara
WM naHkpeaca. CBpbXIPOAYKIMATA pa3CcTPOiBa HOPMAJIHUA XOPMOHAaJIeH DanaHc Ha OpraHu3ma,
KOETO BOJIM JI0 Pa3JIMUHU CUMIITTOMM KaTO W3YEpBsSIBAHE, JIMAPHsl, HUCKO KPbBHO HajisiraHe, oOpus u
3aryba Ha terno. Jleuennero cbe CaHa0CTaTHH NTOMara j1a ce€ KOHTPOJIMPAT TE€3U CUMITTOMM.

2 MpeJ0TBpaTIBaHE HAa YCJI0KHEHHs CJIe/l onepanun Ha nankpeaca. Jleuenuero cve CannocraTus
[IoMara J1a cé HamaJid BepOSTHOCTTA OT CJIe/IONEPaTUBHU YCIIO)KHEHHs (Hanp. abcuec B kKopemHara
ofJiacT, Bb3najieHUe Ha naHkpeaca).

® CIIMpaHe W NMpeaoTBpaTABaHe Ha MOBTOPHH KPbBOTEYEHHS OT Pa3KbCAHH racTpo
BAPHIH MPH NALMEHTH C LMPO3a (XPOHUYHO 4epHOAPOOHO 3aboasaBane). Jley
CaHaoCcTaTHH NoMara /1a ce€ KOHTpoJIipa KbPBEHETO U J1a C€ peaylLiupa HY

e JIeYeHHe Ha TYMOPH Ha XHNodu3ara, KOUTO NPOU3BEKAAT MPEKATIEHO IOJis
TupeocTumyaupaul XopmoH (T'CX). [1pekaneHo roiamMoTo KOJIMYECTBO TH
(TCX) BOJIM 10 XUNIEPTHPEOUIU3BM.

CanaocTaTHH C€ M3MO0JI3Ba 3a JIeYeHHWEe Ha XOopa ¢ TYMOpPH Ha xunodusara,




NPEKAIEHO MofSMO KOIH4eCTBO THpeocTUMYtpalll XopmoH (TCX):

- KOraTo JApYrHTE BUJOBE JieueHHe (ONEPATHBHO WIH JbYETEPANHA) HE Ca MOAXOIAILHN HITH HE
NEenCTRAaT,

- ciien jrbueTeparnid, 3a a ce NoKpHe MEXAMHHUA NEPHOA, AOKATO 3an04He Ja NeHCTBa
nbYeTEpanuAaTa.

2. Kakso TpatBa aa 3HaeTe, npean Aa ninoa3sare CaHAOCTATHH

He manomBaiite CanaocTarHu:
- aKO CTE ANEPrHUHH KbM OKTPEOTH UJIH KbM HAKOA OT OCTAHAIMTE ChCTABKH HA TOBA JIEKAPCTBO

(u3zbpoeHu B TOUKA 0).
[IpeaynpexaeHus H NPpeANA3ZHH MEPKH
[oBopeTte ¢ Bawna nexap, npeaun aa v3nonssare CaHAOCTAaTHH:

- AKO 3HAETE, Y€ HMATE AJTHhYHH KAMBbHH WIH CTE€ MMAIN TAKWBA B MHHAJIOTO HIIH UMATE HIAKAKBH
YCIOKHEHHA KATO BUCOKA TEMIEPATYpa, BTPUCAHE, KOPEMHa D0IKa WIH MOXKBATABAHE HAa KOXKATa U
ounre, uHdopmupaiiTe Bauna nekap, Thil KaTO MPOABIIKUTEIHOTO U3NoN3BaHe Ha CaHAOCTaTHH
MOJKE J1a J0oBeAe 10 00pa3yBaHETO Ha XXNBYHM KaMbHHU. Balivsar nexkap Moxe aa roxenae aa
NpOBEPABRA NEPUCANUHO HITLYHHA BH Mexyp.

- aKo MMaTe npobneM ¢ HUBOTO Ha KPBBHATA 3aXap, KO TO € MHOTO BHCOKO {AHabeT) HAXW MHOIO HUCKO
(xunornukemus). Koraro CaHa0CTaTHH c€ W3M0J13Ba 32 IEHEHHE HA KPBBOTEYEHHS OT Pa3sKbCaHH BEHH
B CTOMAaxa M XpaHOTIPOBOAA; 3aAb/KUTENHO € NPOC/IEASBAHETO HA HUBOTO HA KPhBHATA 3aXap.

- aKo CTe MMAaJId B MMHAJIOTO HEJOCTUMI Ha BUTaMHH B2, BamuaT nekap moxe aa rnoxeinae aa
MpOBEpABa NepUOJIHUHO HUBATA Ha BUTaMuH B12.

- OxTpeoTna Moxe Aa 3abaBu chpaevHata By uectora, a npy MHOTO BUCOKH JI03W MOXE 11a IOBEAE 110
HapylleH ChpAeueH pUTbM. BaluuaT nekap Moxe Aa npocneassa cbpaeyHara By yecToTa no BpeMe Ha

JNEYCHHUCTO.

H3ciieaBAHHA R TECTOBE

AKO NpOBEXK/ATE NPOABLIKUTENHO BpeMe JieueHHe ¢be CaHaocTaThH, Bawmar siexap Moxe aa noxenae
NepUOAHYHO Ja NPOBEPsABa (PyHKLIUATA Ha Bamara mHTOBHAHA XKJie3a.

Bawmar nekap e cieau byHkuuaTa Ha yepHus Bu npod.

BawusaT nekap Moxe a MOUCKa 1a MpOBEPH €K30KPHHHATA (PYHKLIMA HA naHkpeaca Bu.

Mena
HUma mansk onuT ¢ ynorpebara Ha CaHnOCTaTHH NPH Acua.

Hpyru JexkapcTBa H CaHMOCTATHH
Uudopmupaiite Bawina nekap win papMaleBT, ako NPHEMATE, HACKOPO CTe NPHEMATH HITH € BL3MOXHO Aa

NnpUeMeTe APYTH NEKapCTBa.
[To MpHHLKN MOXKE Aa NPOABIDKUTE 1a NMPUEMaTE APpYIy IEKAPCTBa, IOKATO ¢ NeKyBaTe CbC CaHAOCTATHH.

OpOMOKPUNTHH, XHHUAWH U TepdEHaHH.

AKO rnpHeMarte 1eKapcTBa 3a KOHTPOJ Ha KPbBHOTO HanAraHne (Hanp. 6eta 6aokepy unu
aAHTAFOHUCTH) WK CPEACTBA 338 KOHTPOJ Ha BOJHHWA U €l1eKTPOHTEH OajlaHe, MOXKe Ja C
nekap Aa npoMeHu fo3arta Bu.




Ako nmare amaber, Moxke aa ce Hamoky Baluusar nekap na npoMeHu Bawara no3a UHCY/IHH.

Axo Bu npeacrou paauodapmanesrauHa tepanus ¢ ayteumes ('''Lu) okcogorpeotna, BamusT nekap moxe
a cripe W/ WM aa ajantupa geueHuero Bu cbe CaHa0CTaTHH.

bpeMeHHOCT H KBpMEHE
AKo cTe 6peMeHHa WK KbPMHUTE, CMATATE, Y€ MOXE Aa CTe OpeMEHHa WM NIAaHWpaTe OPEMEHHOCT,

nocbeeTBaiTE ce ¢ Bamua nekap npeau ynotpedara Ha TOBa JIEKapCTBO.
CangocTtaTH TpaOBa Aa ce npuiiara o BpeMe Ha 6PEMEHHOCT, CaMO MpH KATEropHuHa HEOOXOANMOCT,

[To BpeMe Ha JIEUEHHETO XXEHHUTE C IAEeTePOAeH NoTeHuMan Tpadpa 1a U3non3ear ePEeKTUBHH METOAH 3
KOHTpaLIENLHA.

He tpabsa na kspmuTe, aokaro ynorpebasare CannocratHi. He e uzpecTHo ganu CaHAOCTaTHH NpeMUHARa
B KbpMarTa.

lllodrpane u pabora ¢ MAIHHA

CaHAOCTaTHH HE MOBAUSBA WIM MOBIHABA NMPeHEOPEXKMMO MaJTKO COCOOHOCTTA 3a WodHpaHe U paboTta ¢
mMaluMHY. He3aBUCHMO OT TOBa, HAIKOH CTPAHUUHHU €(EKTH, KOMTO MOXKETE Aa M3IHUTATE, 10KATO H3NOJI3BATE
CaHaocTaTHH, KaTo raso0oMe M yMopa, MOTaT a HaMaJAT cnocobHocTTa By 3a modnpate 1 6e3onacHa
paboTa ¢ MallIHHH.

CanaocTaTiH ChbAbPXKA HATPHH
Tora nexapcTBO chAbpXKaA No-Maako oT | mmol (23 mg) naTpui BbB BCAKa amMMyJia, T.€. MOXE /1a C€ Kaxke, ve
MPaKTHYECKH HE ChABbPXKa HATPHH.

3. Kak na mznoaizpare CaHaocTaTHH

BuHaru u3nonssaiiTe TOBa JJIEKAPCTBO TOYHO KakTo By ¢ ka3an Bawwvdar nekap uau ¢papMauesT. AKO He CcTe
CHI'YPHH B HEWO, nonutadte Bawma nexap win gapmalesT.

B 3aBHCHUMOCT OT ChCTOSHHETO, KOETO JiekyBaTe, CaHI0CTaTHH Ce NpHJIara Karo:
* MOJAKOMHa (110 KOXKATa) HHXKEKIUA WK
. MHTpaBeHO3Ha (BbB BEHATa) HHQY3HA.

AKO MMaTe LMpPo3a (XpOHHUHO vepHoApoOHO 3a00n9BaHE), MOKE a C€ HANOXKH BautMaT nexap na npoMeHH
BawaTa noaabpikallia ao3a.

BaiuusaT nexkap WM MeIHUMHCKA cecTpa Lie Bu o6sacHAT, kak Ja iwkexkrTupaTe CaHIOCTaTHH MO/ KOXKaTa, HO
MHTpaBeHO3HATa UHQY31A TpAOBa BUHArK Aa C€ H3BLPIIBA OT MEULMHCKH CTIELMANUCT.

® IToaKOKHA HHXKEKIHA
["'opHaTa 4acT Ha pBUETE, OeapaTa H KOpeMa ca NOAXOAALIHY MECTA 3a MpUaaraHe Ha MoAKOXHH HHKEKLIHHA.

3a BCAKA OTAEHA MOAKOXKHA HHXKEKLIUA W30HpaitTe HOBO MSCTO, 32 1a He Apa3HUTE NOCTOAHHO ONpeneseHa
o6nacT. [TallMeHTHTE, KOWTO LI NIPHAAraT HIKEKLHUTE CaMOCTOATENHO, TpAOBa Aa NMOJYy4aT TO4YHH
yKa3aHus OT CBOA JieKap WIH ME€JULIHHCKA CECTpa. -

TeMMNepaTypa Npeau Ja ro uanonspare. Topa Lie HaMAIM PHCKA OT ODONE3HEHOCT He
HHXKEKTUpaHe. Moxe f1a 1 3aTOMIIUTE B PBLETE CH, HO HE A HATPABAHNTE.

Hsakou xopa uanuteat 60nka B 061aCTTa HA MACTOTO HAa HHXKEKTHPAHE Ha MOJKOXK




Gonka 0OMKHOBEHO € KpaTKoTpaiiHa. Ako ToBa Bu ce cnyum, Moxere 1a Hamanute Honkara, KaTo
pa3ThpKaTe MACTOTO HA HHMKEKLMATA 32 HAKOJIKO CEKYH/IH.

[Ipeau na uznonzeare aMnyauTe CaHIOCTaTHH, [IPOBEPETE PA3TBOPHT Ja HE ChbAbPKA YACTHIIM U J1a HE € ¢
npomeHeH 1BAT. He ru usnon3eaiire, ako 3abenexute Helo HeoOMUakHo.

AKO CTe R3N013BAJIH DoBedye CaHIOCTATHH OTKOJIKOTO € He0OX0AHMOo

CUMNTOMHTE Ha DPEAO3UPAHE Ca: HEMPABWIECH CbPAE4EH PUTBM, HUICKO KPbBHO HaJIAraHe, CliMpaHe Ha
ChpACUYHATA JeHHOCT, HEXOCTHI HA KHUC/IOPOA B MO3bKA, CHHa O0oMNka B ropHaTa 4acT Ha CToMaxa,
MNOXXBITABAHE HA KOXKATA U OUUTE, rajfieHe, 3aryba Ha aneTur, Auapud, cnaboct, ymMopa, JAMNCa Ha eHEpPrus,
3ary6a Ha Terno, noJAyBaHe Ha KOpeMa, AUCKOMQOPT, BACOKO HMUBO HAa MJIEYHA KHCEJIMHA B KPBBTA
HapylI€H CbPACUYEH PUTHM.

AKO MHUCJIMTE, Y€ CTE NPEeAO3HPaHH U H3NKUTATE NOJ00HH CHMNITOMH, KOHCYATHpaHTe ce ¢ Bawua nekap
He3abaBHO.

AKO cTe mponycHANH Aa Hinouassare CanaocraTun

[Ipunoxkere eqHa 103a BeHAra IIOM CH CMIOMHMTE, M CJIEA TOBA NMPOABIDKETE KAKTO OOHKHOBEHO.
[lpofryckaHeTo Ha MpHEMa Ha e1HA A03a HAMa Aa By HaBpeau, HO € Bb3MOXKHO BPEMEHHO Aa C€ MOABSAT
HAKOM OT CUMINTTOMMTE Ha 3a00JIIBAHETO, 10KATO HE ce Bb3CTaHOBU oOn4alHaTa cxema.

He HH}I{EKTHPBFITE IBOHHA 1034 C&HﬂﬂCT&THH, 34 14 HABAKCATC MNPOIYCHATUTEC OTAC/IHH 1034,

AKo cTe cnpenn ynorpedara Ha CaHaocraTuH
AKo npeycraHoBUTe NeueHueTo cbC CaHN0CTaTHH, € Bb3MOXKHO BalliuTe CHMNTOMH A € MOABAT OTHOBO.
[lopaay Ta3u npyUYHHA He TpaOBa aa cnupate ynotpedara na CaHaOCTaTUH, 0CBEH ako Baiuust niekap He Bu

KOKC 1a ro HarpaBHTE.

AKO MMaTe HAKAKBH AOCITbJHUTENIHH BBIIPOCH, CBbP3aHHU ¢ ynoTpebara Ha TOBa N€KApCTBO, NONUTANTE
Bamna nekap, MegMLUMHCKA CecTpa WU QapMaleBT.

4. Bb3MOXXHH HEXeJIaHH peakKllHH

KakTo BCHUKY J€KAPCTBA, TOBA NEKAPCTBO MOXE 12 NPEeAN3BHKA HEXKEJIAHHU PEaKLHH, BLIIPEKH Y€ HE BCEKH
r'd NOJIy4asa.

Hsakon HexeNnaHH peaknuu Morart ga 0baar cepuosan. Undopmupaiite Bamng sexap nHesabasno, ako
MOJYHHTE HAKOS OT CJIeAHHTE He)KEJTAHH PeaKIHH:

Muoro yecTn (Morar aa 3acersart noseve ot | Ha 10 oywmn):
e KaMbHM B 3»U1bUKaTa, BOJIEILIM 0 BHe3anHa 0oka B rppda;
. [IpekaneHO BUCOKO HHBO Ha KPbBHATA 3axap.

Yeern (Morar na 3acerHat Ao | Ha 10 nywm):

. HepgocTaThuHa aKTHBHOCT Ha LIIHTOBHAHATA XKJ1€3a (XUMNOTHPEOHAU3BM ) NPEAU3BHKBALIA NPOMSAHA B
ChpJEeYHATa YECTOTA, aNeTUTa WIH TEAECHOTO TEM0, YMOPA, YCEIlaHe 3a CTY WM MOAYBaHE OTNpPE.
Ha 1IYATA;

. [TpomsiHa B TeCTOBETE 3a HYHKIMATA HA LIHTOBHIHATA XK€34;

. Bb3naneHue Ha XITbYHHA MeXYP (XONEUHCTHT), CHMITTOMMTE MOTaT Aa BKIO4YBAaT O0NKa B-X8pH?
IIICHa 4acT Ha KOpeEMa, BUCOKa TeMIepaTypa, raaeHe, NOXKbITABAHE Ha KOXaTa H 04

. [TpekaseHO HUCKO HHBO HA KPhBHATAa 3axap;

. HapylieH rarKo3€H ToIepaHc;

3abaBeH ChpAcUYEH PUTHM.



HeuecTn (Morat aa 3acertar 10 | Ha 100 aywu):
. Kaxna, oTaeNgHe Ha MATKO KONWYECTBO YPHUHA, TEBMHA YPHHA, CyXa, 3a4E€PBEHA KOXKa;
. YCKOpEH CbpACUEH PUTHM.

JApyru cepHO3HH HeXeJIaHH peaKlHH

o CBpBbXUYYBCTBUTENHOCT (AIEPrHYMHH PEAKLIUH), BKJTIOUHTEIIHO KOXXEH OOPHB;

. Bun anepruyna peakuus (aHadunaxkcus) MOXKe 1a NPEAH3BHKA 3aTPYAHEHO NMPENTLINAHE WK IWLIAHE,
OTOK W MU3TPBIBaHe, BEPOATHO C MOHWXXEHHUE HA KPDBHOTO HanAraHe, NpHAPYXKEHO OT 3aMafgHOCT UM
3aryba Ha Cb3HaHHE,

. Br3ananeHHe Ha naHKpeaca (IAHKPEaTUT); CHMIITOMMTE MOraT Aa BKJIIOUBAT BHE3arHa 0onkKa B
ropHaTa 4acT Ha KOpema, rajJiese, NoBpblliaHe, JHapHs,
° Br3naneHue Ha yepHusa Apod (XenaTuT): CMMIITOMMTE MOraT Ja BKJIIOUMBAT MOXKKITABAHE HA KOXKATA

ouuTe (GKBITEHHUA), raZicHe, MOBPblaHe, 3aryba Ha aneTUT, yeellaHe 3a 0010 HEPa3NonokKeHUE,
cupOex, CBETNO OLBETEHA YPHUHa,

. HenpasuneH chpaeudeH pUTHM,;
° Hamanssane Opos Ha TpoMOOUMTHTE B KPBBTA; TOBa OM MOTIIO Ja AOBEle A0 NOBHLIEHO KbPBEHE WIH
CUHUHMH.

Hudopmupaiite HezabaBHo Bawus nexap, ako 3abenexnre HAKOA OT ONMUCAHUTE MO-rope HEXE/TaHH
pEaKLIMH.

JApYru HeKeJTaHH peaKlHH:
Hudopmupaiite Bawns nekap, hapMaueBT 1K MEAULIKHCKA CECTPA, aKO 3a0eneXnTe HAKOS OT ONUCAHUTE
Mo-A0Jy HeXellaHU peakuuu. Te OOMKHOBEHO ca JIEKH H OT3BY4aBaT B X0Ja Ha JIeHeHHETO.

Mmnoro gecTH (Morar Aa 3acerHar nosedve ot | Ha 10 ayum)
uapus;

KopeMHa bonka,

['anene;

3arnekx;

MeTeopu3bM (rasoBe);

I'naBobonne;

bonka Ha MACTOTO HA MHOKEKTHpaHe

YecTH (Morar na 3acerHar Ao 1 Ha 10 gyin)

InckomdopT B cTOMaxa Cle HAXPaHBaHE (JAUCTIETICHA ),
| loBpbUiaHE,

YcewaHe 3a AbJIHOTA Ha ¢TOMAaXxa,;

MazHU H3NpaKHEHMs,

Kawapy asnpakXHEHHA,

[TpomsHa B UBETA HA U3TIPAXKHECHHUATA,

3aMagHOCT;

3aryba Ha aneTHr,

[IpoMsaHa B uepHOAPOOHHTE PYHKLIMOHANHH TECTOBE;
Koconan;

3aayx,

CnabocT.

AKO Nony4yHTe HAKAKBH HEXENaH! IEKapCTBEHH peakLMH, YeeaoMere Baluus nexkap, Me
wnn ¢papMaLeBT.

Hskou xopa wanuteat 60ska B obnacrra Ha MACTOTO Ha MOAKOXKHATa HIDKeKUn. T
KpaTKoTpaiiHa. Ako ToBa By ce cnyuM, MokeTe Aa HaMaliuTe DoskaTa, KaTo pasTbp

HHXCKLHATA 34 HAKOJKO CCKYHAH.




Axo npunarate CaHIOCTATHH 4pe3 MOAKOKHA MHKEKLMS, NI0ABATA HA CTOMAILHO-YPEBHH HEXENAaHU edeKTH
MOJKe 12 Ce HaMaJIy, KaTo ce H30Area npyMemMa Ha XpaHa OKOJ10 BPEMETO Ha MOCTABAHE HA HHKEKLIMATA.
[Mopaa Ta3u NpUUUHA Ce NPeNnopbyBa WHXKEKTHpaHe Ha CaHAOCTaTHH MEXY XPaHEHHATA WK Npe/n
JIATAHE.

Crho0InaBane HA HEXKENAHH pPeaKkiHy
AKO NoNy4MTe HAKaKBH HEXEAHM IEKAPCTBEHH peakivu, yeeaoMeTe Baning nekap, papmaLerT WK
MEIMUMHCKA cecTpa ToBa BKIKOUBA BCHYKH BH3MOXKHH HEOMHCAHU B TA3M JIKCTOBKA HEXKENAHH peaKLMH.

MoskeTe ChLI0 [Ja ChODLINTE HEXETAHU PeaKLIWK AUPEKTHO 4pe3 HaLMOHAITHKHA PEryJlaTOPEH OpraH Ha
agpec:

bvarapus

HanbanurenHa areHUMA Mo NeEKapcTBaTa
yi. ,.,JJamas ['pyep” Ne 8

1303 Cogusa

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

KaTo ¢hobuljapaTe HEXeEAaHH peakKLiMK, MOXKETE Ja AAAETe CBOA NMPHHOC 3a MOJYYABAHE HA NIOBEYE
nHbopMaiMa OTHOCHO 6€30MacHOCTTa Ha TOBA JICKapCTBO.

5. Kak aa cexpanasare CaHI0CTATHH

Ja ce ¢bXxpaHsiBa HA MACTO, HEAOCTBIIHO 3a AeLa.

Jla ce chxpaHsABa B OPUTHHAIHATA OIAKOBKa, 3a /1a C€ NPEAnas3y OT CBETIIMHA.

TTa ce cbxpaHaBa B xjagunHuk (2°C po 8°C). la He ce 3ampassBa.

AMITyAMTE MOXE [a Ce CbXpaHaBaT npu Temnepatypa noa 30°C 3a cpok, He NO-AbLI OT 2 CEAMHLM.
Ammynute TpaOBa Aa ce U3Noa3BaT HE3abaBHO Cled OTBApsHE.

Paspenenuat pasteop TpaOBa 1a ce H3non3Ba HE3a0ABHO CE/] MPUTOTBAHETO MY.

He n3nonspaiite TOBa NEKAPCTBO CJIEA CPOKA HA FTOJHOCT, 0TOENA3aH BbpXY €THKETA WM KAPTOHEHATA
onakoska cneq “EXP”. CpokbsT Ha rOAHOCT OTFOBaps Ha MOCJAEAHHA JIEH OT MOCOYEHHA MecCell,

He usnon3saiiTe TOBA JIEKApPCTBO, aKO 3a0€NEXKUTE HACTULM WM MPOMSHA Ha LiBETA.
He u3xBLpasiiTe leKapcTBaTa B KAHATH3aLUATA MK B KOHTEHHEpa 3a AoMaludH otnaabum. [onuraire
Bawuusa dapmMaUeBT Kak Aa H3XbIIATE JEKAPCTBATa, KOMTO BEYE HE W3NO/3BaTe. Te€3HW MEPKH Le CITOMOrHaT

34 OrasBaHe Ha OKOJIHATaA cpia.

6. CpabpkaHHe HA OMAKOBKATA H A0NMb/JIHHTE/IHA HHPOPMAIHA

Kakso ¢pabpxa Canpocrarun
-  AKTHMBHOTO BEHIECTBO € OKTPEOTHA.
|1 ml paztBop cerabpxa 100 MmUKporpaMa OKTpPeOTHA.

- JIpyruTe CLCTABKH ca MJleuHa KUcenuHa, MaHuton (E421), natpuer XxuaporenkapboHart, Boja 3a
UHXKEKLIHH,

Kak maraexaa CanocTaTHR H KAKBO ChABPKAa ONAKOBKATA
Canpgocratud 100 Mukporpama/l ml: amnyna oT 6€3LBETHO CTBHKIIO C JBa LIBETHH NPHCTEHA (€
3eJieH), ChAbpxkalla OucTbp, be3useTeH pasTBop.

CaHaocTardH ce npeaiara B ammyad ot | m] x 5.




IIpuTexkaren HA pa3pelIeHHETO 32 ynoTpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

HMpnanaus

[MpouszBoanTe.1(H)
Novartis Pharma GmbH

Roonstrasse 25
90429 Nuernberg

[ 'epmanus

3a jombJHUTEIHA HHpOpPMaLMs OTHOCHO TO3H JIEKAPCTBEH MPOYKT, MOJIS CBBPIKETE C€ C JIOKAJIHUS
[peACTABUTEI] HAa MPUTEKATEIS HA pa3peLIEHHETO 3a ynoTpeoa:

Novartis Bulgaria EOOD

Oyn. Hukona Banuapos Ne 55

EKCITO 2000, crpana 4, et. 4

Codusa 1407

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

Tosa JieKapcTBO € pa3pelieHo 3a ynorpeda B AbpKaBHTE - WICHKH HA EBPONEeHCKOTO HKOHOMHYECKO
NPOCTPAHCTBO MO/ CJIC/IHHTE HMEHA:

Actpus, buarapus, Xvpeatusa, Kunsp, Hexus, Jlanus, Ectonus, Sandostatin
dunnanaus, [epmanus, ['vpums, Yurapus, Ucnanaus, Upnanaus,
JlatBus, JIutea, Manta, Hopserus, [lonua, Pymbuus, CnoBakus,
Cnosenus, Mcnanus, LlBeuns )
benrus, ®panums, Jliiokcemoypr, Huaepianaus . Sandostatine
HUranus, [lopryranus Sandostatina

JlaTa Ha nocJieIHO npepasriexaane Ha aucrokara: 11/2024

JIpyru H3TOYHHIH HA HHpOpMANHS
[Toapo6Ha nHGOpMaLIKa 3a TOBA JIEKAPCTBO € MnpejocTaBeHa Ha yedcanTa Ha M3mbjiHWTE/IHA areHLuns 1o

nekapcTBata www.bda.bg




[MocoueHaTa no-Aony HHpOpMaLKs € npeaHasHa4YeHa CaMO 3a MEAULIMHCKH CNEHHAJTHCTH:

e HurpaseHo3na nadysus (caMo 32 MEAHIHHCKH CNEHHATHRCTH)

[peay npUAOXKEHHE NPOBEPETE IEKAPCTBEHUA MPOAYKT BU3YAIHO /1a HE € C NPOMEHEH LIBAT U Aa He
ChABPKA BUAWMM YacTHLIH. He ro nsnonssaiite, ako BuanTe Hemo HeobHuakHo. 3a UHTpaBeHO3Ha HHOY3HA
pa3pelieTe NPOAYKTa NPEAH NMPHIIOKEHHE,

CaHaoctatvH (OKTPEeOTH aleTaT) € PU3IMYECKH U XUMHUECKH CTabHen 10 24 yaca B CTEPHITHH
GH3MOIIOrHYHK PA3TBOPH MITH CTEPUIHU pa3TBOPH Ha A€KCTPO3a (roko3a) 5% BLB BoAa. HesaBucumo ot
ToBa, Thil KaT0 CaHAOCTATHH MOXE JIa MOBNKAE XOMEOCTA34Ta HA IMIOKO3aTa, Ce MPenopbyBa j1a ce U3noi3ea
(GHU3HOJIOTHUEH PA3TBOP BMECTO Pa3TBOp Ha JeKcTpo3a. PaspeneHuTe pa3TBOpH ca PUIHUECKH H XHMHUYECKH
ctabunuu 3a noHe 24 yaca npu remneparypa noa 25°C. Ot MHKpoOHOoJIOrHYHA rleHa ToYKa pa3peeHUAT
pasTBOp TpAGBaA Aa ce M3MON3Ba BeAHAra. AKO He Ce M3M0N3Ba Be/IHara, NePUOABLT Ha M3MON3BaHe H
YCJIOBHATA 3@ ChXPaHEHHE Npeau ynorpeda ¢a OTTOBOPHOCT HA MEAULIMHCKHA CIIeLIHAJIUCT

Korato CaniocTaTiH TpAOBa 1a ce MPUJIOKH Ype3 MHTPaBEHO3HA HHQY3us, ChbABPIKAHUETO Ha eAHa aMnyna
ot 500 Mukporpama oOMKHOBEHO ce paspexaa B 60 ml pu3nonoruyeH pa3Teop H NONYUYEHHAT Pa3sTBOP
TpabBa Ja ce NPUIoKH NOCpeAcTBOM HH(pY3HOHHA noMma. ToBa MOXKeE Ja ce€ NOBTaps TOJIKOBA Y4€CTO,
KONKOTO € HeOOXOAHMO, 10 NOCTHIaHe Ha NMPEANUCaHaTa MPoABL/DKHUTENHOCT Ha JICUEHHETO.

Koaxo CangocraTun TpadBa 1a H3no.ssare

Ho3ara CaHAOCTaTHH 3aBHCH OT CbCTOAHHUETO, KOETO CE NIEKYBA.

. AKpoMera,inf
JleueHueTo o6HUKHOBEHO 3anoysa ¢ go3a ot 0,05 go 0,1 mg, npunoxkeHHu Ha BcekH 8 Win 12 yaca upes

noakoxkHa uikekuua. Cnes topa n03ara ce NPOMEHs B 3aBUCHMOCT OT epeKTa U MOBJIMABAHETO Ha
CUMNTOMHMTE (KaTO HAMp. yMopa, U3notasaHe U raaBodbonue). [lpu noseuero nalMeHTH ONTHMAIHATA
nHesHa no3a e 0,1 mg 3 nbru/neH. MakcuManHara aosa 1,5 mg/aeH He TpabBa na ce npesuiLaBa.

» Tymopu HA CTOMAMIHO-YPEBHHS TPAKT

JleueHHeTO OOMKHOBEHO 3anou4sa ¢ Jo03a ot 0,05 mg, nprioXXeHN BEAHBX WIH JBA TLTH AHEBHO 4Ype3
MOJKO¥HA HHXKEKIIHA. B 3aBHCHMOCT OT NOBJIMABAHETO H MOHOCHMOCTTA, A03aTa MOXKE MOCTENEHHO 4a ce
nosuiuy ao 0,1 mg uaun 0,2 mg 3 nmeti/aeH. [1pn KapuMHOMAHK TYMOPH, TepanusaTa TpadBa a Ce NPEKPaTH,
aKko HAMa nogoopeHue cnel 1 ceAMUYHO NEYEHHE ¢ MAKCUMAaJTHATa NMOHOCHMA 1034,

. YcnoKHEHHS C/1e] onepaunsg Ha naHKpeaca
O6uuaiidara noza € 0,1 mg 3 muTH/IEH, MPUIIOKEHHU UpeE3 NOAKOKHA MHXKEKLHA B NIPOAb/LKEHHE Ha
| ceamuua, KaTo Ce 3aN0UYBa NOHE | 4ac npeau onepauunATa.

. KbpBeHe OT racTpoe3ogareainyg BApHIH
[MpenoprumTeNiHaTa 1032 € 25 MHKpPOTpaMa/yvac B NPOABLKEHHE HA 5 1HH, NPUIIOKEHH UPE3 HENPEKbCHATA
MHTpaBeHO3Ha HHY3ua. HeoOxoauMo e npocnengsaHe HA HUBATA HA KPLBHATA 3aXap MO BPEME Ha

JCHCHHUCTO.

¢ TCX-cexperHpalln aleHOMH HA XHNo¢H3IATA

Hozara, eeKTHBHA B Haii-ronama crened € 100 Mukporpama TpH TbTH IHEBHO Upe3 NMOAKOXKHA HHXEKLIHUS.
JlozaTa MOXKE 1A ¢c€ KOpUTHpa B 3aBUCUMOCT OT nosausaBaneTo Ha TCX u THpeonaHuTe XOpMoHH. el

5 IHEBHO NeveHue, € HeoOXOIUMO J1a ce HanpaBH NPEOLIEHKA Ha e(pUKaCcHOCTTa.




