JIMCTOBKA: UHDPOPMALINUAA 3A IIOTPEBUTEJIS

Lo OJoY
Crkanayke 370 mg /ml nHKeKUHOHEH pa3TBoOP
Scanlux 370 mg /ml solution for injection -},2 202 2 4 -09- 2076

Honamuaon / lopamidol

[Ipouerere BHHMATE/IHO USJIATA JIHCTOBKA NPE/IH /A 3aN04HeTe 12 NPHJarare ToBa JieKapcTBo.

- 3anasere Ta3u JMCTOBKA. MOXKe /1a ce HaNnoXKH J1a s NPOYETETe OTHOBO.

- AKO UMaTe HAKAKBH JOMBJHUTE/IHH BbIIPOCH, nonutante Bawimns nekap wam dapmauesr.

- Tosa nekapcTBo € npeanucano aMyHo Ha Bac. He ro npeorcrbnsaiite Ha Apyru xopa. To moxe na um
HaBpPE/IH, HE3aBUCHMO OT TOBA, Y€ TEXHUTE CUMIITOMH Ca CbllMTe KaTo Bawure.,

- AKO HAKOS OT HEXKEJIAaHWUTE JICKAPCTBEHH PEaKLIMK CTAHE CEPUO3HA, WITK 3a0€N1EeKUTE JIPYTIH, HEOTTUCAHH
B Ta3M JIMCTOBKA HEKEIAHU peakuUMHU, Mosis yBeaoMeTe Bauius nekap uin papmauesr.

B Ta3u JHCTOBKA:

KakBo npeacrasiaspa CKaHIyKC U 3a KAKBO C€ U3I10J13Ba
[Ipeaun na uinonseare CKaHIyKC

Kak na n3nonssare Ckannyke

Bb3MOKHH HEXKEIaHU peakiiuu

Kak na cbxpansare CKaHJIyKC

Jlonbauurenna nupopmaumus
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1. KAKBO IIPEACTABJISIBA CKAHJIYKC U 3A KAKBO CE U3IT10OJI3BA

MmeTo Ha To3u meankameHT € CKaHayKC HHIKeKUMOHEH pa3TBOp. ToH ¢bhibpika aKTHBHO BEIIECTBO, H3BECTHO
kaTo Honamu1o1. MonaMuaon e io/-Chabpikailo PpeHTreHO-KOHTPACTHO BEILECTBO, KOETO JI0IIpHHAcs aa ce
BMIK/IAT YaCTH OT TAJIOTO MPH U3CIIEIBAHUSA C PEHTICHOBH JIb4H. (€1 HHKEKTUPAHE B OpraHu3mMa, Honamm, 101
ce BU3yaJIi3upa MHOIo 100pe Npv peHTreHoBo u3cieaBaHe. To ce u3nos3Ba 3a yJleCHeHHEe Ha JIEKapuTe NpH
MOCTaBsAHE Ha JIMArHo3a.

Ckannyke 370 mg/ml cbabpka 755 mg ionamuaosn / ml (eksuBanenrten Ha 370 mg ioa/ ml).

AKO MMaTE HAKAKBH BBIPOCH, Kacaellu rnpoueaypara, MoJist NONUTAUTe JieKaps WKW PEHTIeHOJIOT .

2.  TIPEJM JIA U3MOJI3BBATE CKAHJIYKC

B nens npeam uscneaavero cbe CKaHIYKC, KAKTO M ClIe/l TNpoueaypara € BaXKHO Jla [HETe MHOIo
0€3aJIKOXOJIHU TEYHOCTH.

He u3noassaiite Ckanaykce

AKO HAKOH OT CJI€IHUTE ChCTOAHMUA ce oTHacaT /10 Bac, mons yBenomere Bauiius jiekap WiM peHTreHosor

npeau aa Bu npunoxkar CkaHnykc:

- CT€ alepruyHu (CBbLPBLXYYBCTBUTENHH) KbM HONAMM/0J, KbM HAKOS OT OCTAHAJIUTE CbLCTABKM HA
CKaHJIYKC WM KbM HAKOE JIPYTrO KOHTPACTHO BELIECTRO:

- AMaTe XMIMEPTUPOUANU3IBM (MOBHUILIEHA (PDYHKIIUS HA LIIMTOBWIHATA JJ1€3a);

- MMaTe HAKAKBH JIPYI'H aJICPruu;

- cTe OpeMeHHa MM UMaTe CbMHEHMS 3a OpeMEHHOCT: |

- MMarte acTMa, ernuiencus Win auader; /4

- MMare MO3b4HO 3a00JIIBaHe MW TYMOP: /] Q b {

- MMaTe HAKAKBH 1podJIeMH CbC ChbpUeTOo, Oesus 1pod, yepHus 1pod Ui 6'bﬁpeu_i'1ﬂTé: | !

- CT€ MMAaJIK CKOPO HAKAKBH M3CJI€ABAHUS HA MUKOYHUS MEXY]: i :

- MMaTe MHACTEHHs IPABHUC (CHCTOSHUE, NPUUMHABALLO TEKKAa MYCKYJIHA cabocT)) -

- UMmare (peoxpoMouUMrTOM (TYMOp B Oiinu3ocTt Ha ObOpeka): ‘

- UMATC HAKAKBO HApPYLICHHUE HA KPbLBTA UKW HA KOCTHHUSA MO3bK. 7o/



- KO HAKOTra CTe pa3BHBAJIM TEXKBK KOXKEH OOpUB U GeneHe Ha KoKaTa, MEXYPH H/UIIH paHu B yCTaTa cliel
npueM Ha CKaHITyKC WIH APYrH HOAWPaHH KOHTPACTHH BELLECTBA.

O061pHeTe cneuranHo BHUMaHHE NpH ynoTpedara Ha CKaHykc:

HUMa cbobineHHa 3a CepHO3IHHM KOXHH peaklMH, BKIAIOUHTENHO cHHApPOM Ha CtuBbHC-xoHcbH (CCH),
TOKCHYHA enuaepMaiiHa HeKponunaa (cuuapoM Ha Jlawn unr TEH) n ocTpa renHepanvzvpaHa ek3aHTeMaro3da
nyctynosa (OI'EIT) sus Bpb3ka ¢ ynorpedbara Ha CkaHnykc.

HezabaBHO nOoTBHpCcETe MEAUUMHCKA NMOMOLL, aKO 3a0ene)KHTe HAKOH OT CHMITTOMHMTE, CBbpP3aHH C Te3d
CEPHO3HH KOXKHH PeaKiMH, OfTMCaAaHH B TOYKA 4.

[lo BpemMe Ha WM MaNKo ClleA AHArHOCTHMYHATA NPOUESAYpa MOXE Aa NOJYYHTE KPaTKOTPaitHO MO3BYHO
HapylleHHe, Hape4eHOo enLedanonaTus.

Ako BH ce Hanara TecTBaHe Ha (b}’HI(L[HHTﬂ Ha WWHTOBXUAHATa XNC3a CKOpPO CNCA U3CICABAHCTO CBC CK&H.TI}’KC,
MOJIR YBCAOMOTC Bawus JIeKap Npcan H3CNCABAHCTO.

IIpuem HA APYIH JEKAPCTBA

Mons uHdopmupaiite Bammna nexkap, ako npdeMaTe WIH HacKOpO CT€ MNpPUEMAIH [PYrd JEKApCTBa,
BKJIFOYMTETHO H TaKHUBa, OTITYCKAHU Oe3 peuenTa.

AKO B3eMaTe WK CT¢ OUK HACKOPO JIEKYBaHH C HAKOH OT CIIEAHHTE MEAUKAMEHTH, MONA yBefoMeTe Baluus
NEeKap WK peHTreHonor npeau aa Bu npunoxar Cxanwiyke:

- NedeHune Ha auaber ¢ MeThOopMHUH;

-  HHTEpPJACBKKH-2;

- Gera-610KepH (3a BUCOKO KPBBHO HANAraHe WM CTEHOKApauA);

- JlIeKapcTBa 3a NCHXWYHU 3aD0nsBaHus AU ASnpPecHA;

- MeJMKaMEHTH 3a acTma,

- [anaBepHH.

BpeMeBHOCT H KbPpMeEHe

[locbBeTBaiiTe ce ¢ Baluna nekap unu gapManeBT npead ynorpebata Ha KOETo M Ja € IKapCTBo.

Caen micaeasave ¢b¢ CKaHNYKC CaMO MHOrO Manko KOJIMYECTBO MPeMMHaBA B KbpMaTa. MHOro manko
BeposTHO € CxaHnyKc fa NMpHYMHMA HAKaKBa Bpeda Ha KbpMadero. Hesasucumo oT ToBa ce rpenopbusa
KbPMEHETO Aa ¢€ nNpeycTaHoBH 3a 48 yaca cnepn npunaradeTo Ha CKaHnykc.

Illlopupane u padoTa ¢ MABHA
He modmupaiite unn pabortere ¢ mallMHKH B npoxbkeHue Ha | Yac WM NO-MPOABDKKTENIHO, aKO HE ce
4YBCTBATE AOCTAaTbYHO NoOpe.

J. KAK JA H3ITIOJN3BATE CKAHJIYKC

Bunary usnonssaifre Ckannyke TouHo KakTo Bu e kazan BawusaT nekap. Ako He CTe CUIYPHM B HELUO,

nonuraifire Bawuus nekap.

Bue e nonyuyre CKaHNyKC NPERY WM 110 BPpEME Ha PEHTTEHOBO M3cheaBaHe. MkeKTHPaHOTO KOTHYecTBO

3aBHCH OT MACTOTO Ha HHXXEKTHPAHE M OT TOBA 33 KAKBO M3ciaeasaHe ce ynorpedsaBa.

Cneasa CNUCHK HA Hal-YECTHTE TUTOBE W3CNCABAHMKSA, MPH KOUTO ce n3non3ea CKaHnyKe:

- Mepudepna aprepuorpadus n peHorpapua (M3cnenBaHe Ha KPbBOHOCHUTE ChIOBE);

- AHruokapavorpadusa, AMruTasHa cyoTpakUHOHHA aHruorpadus, 1a8a BEHTPHKYJIorpadHs 1 KOpOHApHa
aprepuorpadus (H3cneasaHe Ha CbPUETO H KPbBOHOCHHTE MY CHLIOBE);

- YcunsaHe Ha KOMMOTHPHA TOMOTrpadHa (KOMNIOTPH3HPAHO H3CNEABAHE);

- Yporpadus (u3cnensaHe Ha MIKOYHHA MEXYP W MUKOYHWTE ITHTHLIA).

R o i i e -
Cnen uacnenBaHeTo BEPOATHO e ObaeTe NOChBETBAHM 44 NEKHTE CNOKOWHO 32 OKO MHHY" H’-;%; g ) ?j
AKO MMaTe HAKaKBH BBNPOCH 32 H3CJICABaHETO, koeTo Bu npeactou, € BakHo na nomyrars Bains. ﬂ_gﬁp_ “ _-’
' | | ’-.f_.-' -:i_:::l-’fl
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4. BbB3IMOXHH HEXE/IAHH PEAKIINH

KaxTo BcHuku nekapersa, CkaHnyKe MOXE Aa NPEIU3BHKA HEXENaHH PEaKLWH, BLNPEKH Y€ He BCEKH I'M
Mony4asa.

Haii-uecTHTe HexeNaHu peakuuy ca raaeHe, NoBpbLUIaHe, 3a4SPBABAHE HA JIMLIETO, 60JIKa WIIH ,,METaNeH” BKYC.
Cbluo MOXE Ja M3mUTaTe rNaBodOIME M YCEILAHE 3a 3ATOMAAHE WM H3CcTyAABaHe. IloBeuero Hexenawu
peaKkLMH Ca JICKH U KPAaTKOTPalHU. AKO T€ €€ 3aCHJIAT U RPOIBIKAT MO-ABIATO OT HAKONKO AHW, YBEAOMETE
Bauiua nekap. [lonskora Moxe aa ce HaNOXK MEAWKAMEHTO3HO JICHEHHE.

[loTbpceTre BeAHAra MEIUUMHCKA NOMOLLL, aKO 3a0enexuTe HEKOH OT CIEAHMTE CUMITOMM:

* YePBEHHKABH, IUTOCKH, NOA0OHHM Ha MHILIEHA WIIH KPBIJIH NETHA MO TOPCA, HECTO C LIEHTPANIHO Pa3oNokKeHH
MexypH, OeneHe Ha koxkaTa, 93BU B YCTaTa, IbpJOTO, HOCA, TEHUTAITMUTE U O4HTe. Te3n CepHO3HM KOXKHH
obpuBKu Morar Aa ObaaT npeqecTBaHW OT BUCOKA TEMIIEpATYpa U IpUNONOAOOHH CHMNTOMH (CHHAPOM Ha
CtupbHC-DKOHCBH, TOKCHUHA enMUAepMallHa HEKPOJIM3a),

* Yepsen, atocnecT, reHepaiuMpaH oOpHB C NOAYTHHH NOA KOXKATa W MEXYPH, NPUIAPYXEH OT BHUCOKA
TeMmmneparypa. CHMITOMUTE OOHKHOBEHO CE NOSBABAT B HAYANOTO Ha NMIPIIOXKEHHETO (OCTPA FEHEPANH3UPaHa
CK3aHTEMATO3Ha MYCTYN03a).

YecToTaTa Ha TE3M HEXENAHH peaKLHH He € W3BECTHA.

AKO M3nMTaTe HEWO OT U3DPOEHUTE NO BpEME HIIH NMOHAKOra ciiea WicneasaHero, Bue tpaOea HezabaBHO na
cLOOIMTE Ha Bawnsa nekap:

-  XpHUITEHE, 3aTPYAHEHO AHIlaHe, CTAraHe Wik reHepanin3vpaHa 6onka B repauTe;

- Koxen obpus, copOsaium neTHa WiM 3a4epBABaHe WK BHUIOBHAHH YILTHLTHEHUS;

- ITopo®HM Ha ceHHa xpeMa CUMNTOMM,

- 3aMagHOCT WJIH YyBCTBO Ha caabocT;

-  Tpecka vunu BUCOKa TEMNEPATYDPA,;

- Orok nny 6onka B Kpakara (ciiea u3caeABaHe Ha Kpaxara);

- YyBcTBO Ha 00BPKAHOCT;

-  bonka Ha vau 6AKH30 A0 MACTOTO Ha HHIKEKTHPAHE,

- bonka B cTOMaxa;

- YuecTeH mync;

- 3abaseH nyAnc # 4YBCTBO Ha ciabocT,

- Texwnbk OOpHB ¢ HapyLUABAHE LEJIOCTTA HA KOXKATA,

- lipunagbum;

- HerBb3MOXKHOCT 3a ABHXKCHUE HA €QHATA CTPaHa Ha TANOTO (¢ HEU3BECTHA YECTOTA);
-  Hndapkr, npuunHeH OT alepruvHa peakums (C HEH3BECTHA YECTOTA);

-  Mo3byno HapyueHue (eHuedanonatHd) (C HEM3BECTHA YECTOTA);

- AJlepruyHa KOXXKHa peaktius, KOATO MOXE Ja BKJIIOUBA KPBI/IM MJIH OBAJTHH, 3a4EPBEHH H NOAYTH IMETHA
no Koxara, obpasyBaHe Ha MexypH U cbpbex (pHukcHpan nexapcreeH 06pus). BramoxkHo e aa ce noseu
H NOTbMHABAHE HA KOXKATa B 3aCerHaTHTe o6nacT, KOeTo MOXeE JIa OCTaHe Clie/] H3leKyBaHe.
DUKCHPAHUAT JICKAPCTBEH 0OPUB OOUKHOBEHO CE NOABABA HA ChILOTO(HUTE) MACTO(MECTA), AKO
NEeKapCTBOTO Ce M3MO0N3Ba OTHOBO (C HEU3BECTHA 4E€CTOTA).

AKO HAKOS OT HEXKEJIAHHTE JIEKAPCTBEHH PEaKLIMH CTaHe CEPHO3HA, WIH 3a0eieXXHTe Apyru, HEOIMCAHH B
Ta3u JUCTOBKA HEXENAHH peaKLiMu, MOons yBeaoMeTe Bauus nekap. Moxere ChHIO Aa CHOOIIHMTE HEXKENAHK
peakuHK AHPEKTHO Ype3 HaUWOHAaNHATA cHCTEMA 3a CholLaBaHe KkbM U3nmbaHWTEIHATA areHLUMS no
nekapcTeara, ya. ,JJdaman I'pyes” Ne 8, 1303 Codua, Ten.: +35928903417, yebeaiir: www.bda.bg.

Karo ¢hobluasate HexxenaHu peakuuu, MOXETE Ja JaAeTe CBOS MPHHOC 3a NOJTYYaBaHE Ha NOBeYe
“HdopmMaLHg OTHOCHO H€30NacHOCTTa Ha TOBA JIEKAPCTRO.

5. KAK JA CHXPAHSIBATE CKAHJIYKC

CoxpansaBaliTe Ha MACTO, HEAOCTHLITHO 3a ACLA.




He n3nonspaiite CxaHnyke ¢iea cpoka Ha roaHoCT oThens3an BbpXy eTHketa. CpoKLT Ha FOAHOCT OTrOBaps
Ha MOCNAEAHUR JIEH OT NOCOYEHHS MECell,

CopxpaHsasaiiTe npu Temneparypa noa 25 °C.
ChbxpaHaBaiiTe 8 KapTOHEHATa OMAKOBKA, 3a Aa CE NpeAnasH OT CBET/IHHA.

JlexapcTBata He TpAOBa Ja ce M3XBLPAAT B KaHANU3aLUMATA WIH B KOHTeiiHepa 3a AOMAIIHH OTNAaAbLH.
[TonuraiiTe Bauwiug ¢papmMauerT kak na yHHLIOKHUTE HeHy)XXHHTE BH nekapcrsa. Te3w Mepku 1ie cCnOMOrHar 3a
OMa3BaHe HA OKOJIHaTa cpeaa.

6. JAOIBJIHHUTEJHA HHOQOPMALIHAS
Kakso cpanpxa Ckanayke

- AKTHBHOTO BELUECTBO €: Honamuaon. Eaud ml vikekLMOHEH pa3TBOp cuabpXa 755 mg ionamuaon
(iopamidol), ekBuBanexHTenr Ha 370 mg Hopn (iodine).

- Jpyrure cbCTaBKH Ca: TPOMETAMOJ, XJIOPOBOAOPOAHA KHUCENHHA, HATPUEBO-KAILIUEB €]ETaT, BOAA 34
MHXKEKLIHH.

Kax mirgexaa Ckanayke ¥ KaKBO ChABPXKA OMAKOBKATA

Crxanaykce € yucT, 6e3useren no Oneno XKuiT pasTeop, 6e3 BUAHMH YaCTHUH.
Ckannykc 370 mg/ml ¢ nanuuen B 50 ml, 75 ml, 100 ml, n 200 ml 6e3useTHn Tun I crokieHn dpnakonu ¢
6poMobyTrnosa 3anyiuanka, no 1, 10, 20 wau 30 dnakoua B onakoBka.

IIpaTexare’ HA pa3pemenHeTo 32 YHIOoTpe6a

Sanochemia Pharmazeutika GmbH
Landegger Stralie 7

2491 Neufeld an der Leitha
ABCTpUS

Ilpon3ssoaunTen

Sanochemia Pharmazeutika GmbH
Landegger Strafle 7

2491 Neufeld an der/Leitha

ABCTpUS

Hara Ha nocneano oxobpenne HA JIACTOBKATA: aBrycr 2026




