JlacroBka: nadopmanus 3a norpeduTe s

Yarpasuaer®
623 mg/ml uKekuHoHeH/MHY3HOHEH Pa3TBOP
Ultravist®
623 mg/ml solution for injection/infusion
fionpomun/iopromide

Yarpasucer®
769 mg/ml uHxkekunoHeH/HH(Y3HOHEH Pa3TBOP
Ultravist®
769 mg/ml solution for injection/infusion
fionpomuz/iopromide

IIpoyerere BHHMATE/IHO UAJATA JHCTOBKA, MPEIH A2 3aN0YHETE JA H3N0/I3BATE TOBA
JIEKAPCTBO, Thil KATO TA ChAbP:KA BakHA 3a Bac nadopmanus.

- 3anazerte Ta3u JMcToBKa. MoXe 1a ce HaJIOXKH 11a 1 MPOYETETE OTHOBO.

- AKo Mmare HAKaKBH JOMTbJIHMTEHH BBIIPOCH, NONUTaliTe Bawusa nekap, hapmauest wiu

MEHULIHHCKA cecTpa.

- AKO nosy4uTe HAKAKBH HEXEJIaHH JIEKapCTBEHH peakLuy, yeenomerte Baims nekap, Gpapmanent
WJTH Me/IMLIMHCKa cecTpa. ToBa BKJIFOYBA H BCHUYKH Bb3MOXKHH HEIKENAHHW PEaKiLlMH, HEOTTMCAHH B

Ta3u TUCTOBKA. BukTe Touka 4.
Kakgo ChABPKA Ta3H JIHCTOBKA:
Kak na usnonssare YaTpaBucT

BB3MOKHH HexeNnaHH peakuu1
Kak na cexpansasate YaTpaBucT
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1.  Kakso npeacraBisBa YJITPaBHCT H 332 KaKBO Ce H3M0/13Ba

Kaxkso e YarpaBucr u kak geiicrea?

VYATpaBMCT HHXXEKLIMOHEH Pa3TBOP ChAbPKA aKTHBHOTO BEILECTBO HOMPOMU/, KOETO MPHHAMJIEKH Ha
€/lHa Ipyna oT MPOAYKTH, H3BECTHH KATO BOJIOPA3TBOPHMH, HE(DPOTPONHHU (MMallk U3paszeH ahMHUTET
kbM OBOpeuHaTa ThKaH), peHTTeHOBH KOHTPACTHH MaTePHH C HUCHK OCMOJIAPHTET. YIITPaBHCT
ChAbpiKa Hozl. PEHTreHOBUTE TbYM HE MOTAT 1a MPOHUKBAT NMpe3 KOHTPACTHH MaTepHH, Thil KaTo ce
abcopbupar ot Homa. O6nmactuTe ot Bawero 1510, KbaeTo YATpaBHCT ce pa3npocTpaHssa ciiejl
HHIKEKTHPAHETO B KPLBTA WM B TEJIECHH KYXHHH CTaBaT BUIHMH 10 BpeMe Ha PEHTT€HOBOTO

H3CneaBaHe.

JlekapcTBeHHMAT NpoAyKT Lie Bu 6b1e uikekTHpaH oT 00y4eH MEMILIMHCKH CTIELHAJIHCT.

3a kakBo ce n3noa3Ba YarpaBuct?

VnTpaBucr € caMO 3a JHarHoCTH4YHa ynmpeﬁa H Ce H3MO0JI3Ba KaTO KOHTPACcTHO CPEACTBO 3a

H3CJIE]BaAHE HA pa3/IM4YHH YaCTH Ha TAJIOTO, KaTo:
- KpbBOHOCHH ChI0BE (BBTpechaoBa ynorpeda)

- TenecHu KyXuHu

- Iepam

- Crasu (aprporpaduyna ynorpeba)
- Opranu




Pa3nnunKTe KOHLEHTPALIMK Ha JIEKAPCTBEHHUs NPOYKT ca 3a paznuyHa yrnorpeba (Buwxre ‘Kak na
usnonssare Yinrpasuct’ u ‘Tlocouenara no-nomy uH(popmalus e npeJHazHaYeHa caMo 3a
MEUIIMHCKH CMELHATHCTH ).

2.  Kakso Tpsabsa na 3naeTe, NpeH Ja H3MOJI3BaTe YJITPABHCT

[Ipeau na Bu 6ba€e npunoxken YaTpaBHCT To# e Ob/e 3aTOMIEH 10 TeNecHa TeMIeparypa, Thil KaTo
Taka ce MoHacs no-a00pe H MOKe [1a ce MHKEKTHUPA MO-JIECHO MOPaJH HAMAJICHHS BUCKO3MTET.

IIpeau na Bu Obe npunoxked YaTpaBuct BalmaT MeTMUMHCKH CMIELIHATHCT 1iie NPOBEPH BH3YATHO
KOHTpacTHaTa MaTepHs W HAMA 1a A W3MOM3BA B CNIy4aii Ha MPOMSAHA B L[BETA, HAIMYHME Ha
HEPA3TBOPHMH YACTHLIM (BKJIOUHTENHO KPHCTANIH) HITH MOBpeJieHa onakoska. [Tonexe YTpaBHCT e
BHCOKO KOHLIEHTPHPAH Pa3TBOP, B MHOTO PEJKH C/Iy4aH MOXKE 13 Ce MOSABH KPUCTATH3aIMA (MJIEYHO
0510 oLIBETABaHE H/HIIH YTalKa Ha JALHOTO WM IUIABAIH KPHCTAJIH).

Bamuar MeTuIMHCKH CleuHaJIMCT HAMa na CMecBa YJ'ITpaBHCT C HHKaKBH OpPYIr'd IEKapCTBa, 3a J1a
uzberte PHCKa OT Bb3MOXHH HECbBMECTHMOCTH.

Ipenu na Bu 6b2e npunoxken Ynrpaeuct yBegomere Bainus nekap, ako uyyBcTBate 6€3M0KOHCTBO —
M3pa3’eHH ChCTOSAHHA Ha Bb30yna, Oe3nokoicTBO M 60Ka MOTaT J1a yBE/IMYAT PHCKA OT HEXKENaHH
peaKkUHK MK J1a YTEXKHAT CBbP3aHMTE C KOHTPACTHATA MaTEepHs HEXKEJIAaHW peakuuu (BHIKTE TOUKa
‘BB3MOKHH HEKeJIaHU peakuHu’).

Yarpaeuct e Tpabsa na Bu 6bae npunaraH, ako cte 06e3B0AHeH (He CTe NPHEIH J0CTaThYHO
TeYHOCTH). 3a 1a u3bernere ToBa, Bamms nekap e ce yBepH, Jajii CTe NPHENH J0CTATHYHO TEUHOCTH
npeau Bawus npernen (Buxre Touka ,,[IpeaynpeskaeHus U npeanasHy Mepku®).

AKO UMaTe MHOMECTBEH MHENOM (PaK Ha NMJIa3MEHHTE KIETKH B KOCTHHS MO3bK), 3axXapeH J1aler,
MoKy pHs (M3X0X1aHe Ha roneMH 06eMH YpHHA) HITH OTMTypHs (HaMalleHO MPOM3BOCTEO Ha YPHHA),
XHUIepypULEeMHs/noaarpa (BUCOKO HHBO Ha MHKOYHA KHCEIWHA B KPBBTA), KO CTE B CTApuecka
Bb3pACT, [IPH HOBOPOJEHH, KbPMaYeTa HIH MaJIKH JIella, TOBA € OT M3K/IIOYUTENTHA BaXKHOCT.
Kaxere na Bawmsa nekap, ako nmare 6s0peunn npoGnemu. Baiuust nekap we ce yepH, ue cte
NpHeIH A0CTaTBYHO TEYHOCTH, npead Bawmusa npernen. Benpeku Toea, ako uMate 666peunu
npo6ieMH, He CE MPENOpPbYBAa HHTPABEHO3HO HHIKEKTHPAHE HA TEYHOCTH (TEYHOCTH JIHPEKTHO BhB
Bawuire BeHn).

Kaxete na Bawmar nekap, ako umare Texku 6b0peunu npobiemMu, MpUAPYKEHH OT ChPACYHO
3abonspane. HHTpaBeHO3HO HHIKEKTHPaHe Ha TEYHOCTH (TEYHOCTH AMPEKTHO BbB BaiuTe BeHH)
Mozke fa Obae onacHo 3a Bameto cbpie.

Toi kaTo M3NUTBaHETO 3a MOTEHLIMAIHA AJIePrist KbM KOHTPACTHATA MAaTEPUs C U3MOJ3BaHE Ha Majika
no3a Ynatpasuct npeau Bamerto niaaHupaHo u3ciieiBaHe HAMA MPOrHO3HA CTOWHOCT M MO3KE JIOPM 114
AOBE/E 10 TEXKH HITH IOPH (aTalHK peakLuH Ha CBPbXYYBCTBHTETHOCT, Bauusar nekap HaMa na
NpaBH TaKOBA MPEIBAPUTENHO H3IUTBAHE.

KonTtpacTtHo-ycunenata mamorpadus By u3nara Ha 1o-BUCOKM HHBA Ha HOHH3MpaLla pagualus
OTKOJIKOTO TPaJMLIMOHHATa Mamorpadus, BEIIPEKH TOBa, € BCe OLLE 110/, HUBATa ONpe/eeHH OT

MEK /1y HAPOJIHUTE HAPBLYHMLIK Mo Mamorpadusa. Jlo3aTa panHaliis 3aBUCH OT IUTBTHOCTTA HA Mbp/aTa
M OT THI'bT Mamorpa)cku ype/, KOHTO ce H3MoJ3ea.

He n3noassaiite YarpaBucr
- aKo CTe aJlepruyHy KbM HONPOMH/I WIIH KbM HAKOS OT OCTAHAIMTE ChCTABKH Ha TOBA JIEKAPCTBO

(130poeHu B TouKa 6). =

Hsma cbeTosHUS, IPH KOUTO He Moxke Aa Bu ce npunoxu YnTpaBucr. //



Ysenomere Baius nekap, ako cTe CBpbX4YBCTBHTENHH (A7I€priuvHK) KbM YITPaBHCT HIIH HAKOS OT
JPYTHTE ChCTABKH Ha Y/ITPABHCT, aKO HAKOTA MpPeIH CTe HMAJH PEaKLHs Ha CBPbXYYBCTBHTEIHOCT
KBM JIpyra KOHTPACTHA MaTePHs, aKO HMATe WM CTe MManu OpOHXHATHA aCTMa WK JPYTH ajlepruu,
ThH KaTO MO3K€ J1a CTe ¢ MOBHLIEH PUCK OT alleprH4HO-NM0A00Ha peakuus (BKIHUHTETHO TEXKH
peakuuH) KbM YaTpaBHCT. Baliusar nekap we peit fani NiIaHHpaHOTO H3CIeIBaHEe € Bh3MOXHO HIIH
He. 3a noseye HHGOPMaLMA BXKTe Touka ,[IpeaynpexaeHus U npeanasHu Mepku™ no-aoiy.

IIpexynpexaeHns H npeana3sHu MepKH

['oBopeTte ¢ Bamus nexap Wid MeJHLIMHCKA CeCTpa, Mpe/H 1a U3Ioa3eare Y ITPaBuCT.

. AKO HAKOra cTe pa3BUBaIH TeXKa (JopMa Ha KOKEH OOPHB WIIH JIOLLEHE Ha KOXKATa,
obpa3syBaHe Ha MeXypH W/HIIM paHH B yCTaTa Ciie/l MPUIOKEHHe Ha Y ITPaBHCT.

. Varpasuct TpsabBa na ce npunara ¢ NOBHIIEHO BHUMaHHe:

CepHO3HH KOXHH PeakLMH, BIJIOUHTENHO CHHAPOM Ha CTuBbH-/[KoHCHH (SJS), TokcHuHa
enuaepmansa Hekponusa (TEN), nekapcTBeHa peakuus ¢ €03MHO(GHINS H CHCTEMHH CHMITTOMHM
(DRESS) u ocTpa resepanusupana ex3aHTemMarto3Ha myctynosa (AGEP) ca cbobluaBany BbE Bpb3Ka ¢
MPHJIOKEHHETO Ha YIITpaBHcT. BeHara norbpeeTe MeAHLMHCKA MOMOLLL, aKo 3a0eNieKuTe HAKOM oT
IMPH3HALKTE, ONMUCAHH B TOYKA 4,

. Peakuuu Ha CBpbX4yBCTBHTE/IHOCT/aNEPrHHHO-TION00HH peakLHn

Venomere Baiuus nexap, ako ¢Te CBPbXYYBCTBHTENHH (AJIEPrHYHH) KbM YIITPABUCT WM HAKOS OT
JPYTHTE ChCTABKH Ha YITPAaBHCT, aKO HAKOTa MpPeJiH CTe MMAJIH PeaKLMsi Ha CBPBXYYBCTBHTETHOCT
KBbM JIpyra KOHTPaCTHAa MaTepHs, aKO HMaTe WK CTe MMaIK OpOHXHaJIHA aCTMa WITH [PYTH ajlepriu,
ThH KaTO MOXeE J1a CTe C MOBHLIEH PHCK OT alepru4HO-noA00Ha peakius (BKIFOUHTETHO TEXKH
peakuuu) kbM YaTpaBucT. Bawmar nekap uie peiny 1aiu MiaHupaHOTO M3CTIe/IBAHE € Bh3MOXKHO WIH
He.

Te3u anepruuHo-noI00HM peakiMK ce XapaKTepHU3UPAT ChC ChPAEYHOCHA0BH (CHPIIE M KPHBOHOCHH
Chb/10BE), pecriupaTophu (651 1po0) U KOXKHH MPOABH (KOKHH PEaKLIMH).

BBb3MokHH ca anepruyHo-nofo0HM peakLuyy, BApUpaLUM OT JIeKH 10 TEKKH, BKJIFOUHTETHO 0K
(BrikTe TOUKa ‘Bb3moxHM Hexenanu peakuuu’). TakuBa peakiMy ca HEperyJisipHU U HelpeICKa3yeMH
no npupoza. [loseuero ot Tax ce nposssasar 10 30 MUHYTH ciieq npunoxeHnue. Be3MorxHH ca, obauve,
NPOSIBA Ha peakuuu ot 3abaBeH THI (Cle/ YacoBe JI0 JHH).

Veenomere Bawuus nekap, ako B3umare 6eta-0110kepH — IeKapcTBO, H3MOJI3BAHO 34 JIEYEHHE Ha
BHCOKO KPBBHO HaJlfiraHe — Thil KaTo OeTa-aroHUCTUTE (/IeKapcTBa, U3MON3BaHM 3a JIEYEHHE Ha
HEXKE/laHH peakLMH) MOXKe /1a HAMAT e(eKT.

VBenomere Baiums nekap, ako cTpajate oT ChpAeYHOCHA0BO 3abousBaHe (3ab0nsBaHe HA CHPLETO
WM KPBBOHOCHH CbJ0BE), ThH KAaTO MOJKE B TAKBB ClTy4ail 1a CTe MO-NpeapasnoiokeHd KbM TEKKH
WK JI0pH (aTanHH ChOUTHS, KOTaTO HMAaTe TeKKa PeaKLus Ha CBPLXYYBCTBHTENHOCT.

Bawust nekap we Bu nabmonaea, cnen kato Bu 6bae npunoskeH YATpasucT, | wie 6be NOArOTBEH
N B3€Me CMEIIHA MEPKH B ClTyYaii Ha TeXKKH PEaKLMU Ha CBPbXYYBCTBUTEIHOCT (aJIepruvHu
peaKLuu).

Baumsar niekap Moxke 1a By naje KOpTHKOCTEPOMA NPeaM M3CNeIBAHETO — IEKAPCTBO, MOA0OHO Ha
KOpPTH30Ha (M3M0NI3Ba CE, HATIPHMED, 3a JIEYEHHE Ha BB3MAaJleHHE) — KOraTo CTe C MOBHIIEH PHCK OT
OCTPH aJIeprH4HO-N10J00HH peaKLUy (Hamp. ako Mpeau CTe UMAITH CPEIHO TeXKa UITH TexkKa GCTpa
peakiHs, ako UMaTe acTMa HJTH ajieprus, H3MCKBallla MeJIHKAMEHTO3HO JIEYEHHE).

. HapyiieHnre Ha QyHKUMATA HA LUMTOBKIHATA JKJIe3a | = |



Veenomere Bainus nexap, ako MMaTe XHIEPTHPEOHIU3bM (CBPbXaKTHBHA IIIMTOBH/IHA JJI€3a) HIIH

rywa (yrojleMeHa LUHTOBHIHA 3U1€3a), OHexke HOA-ChAbpKallaTa KOHTPACTHA MaTePUs MOKE NPH
TOBA MOJIOXKEHHWE J1a MPHYHHH XHUTIEPTHPEOUAH3BM H THPEOTOKCHYHA KpH3a (Te)KKO YCJOXHEHHE Ha
CBPBbXAaKTHBHA LIIATOBH/IHA JKJI€3a).

VBenomere Baius nekap, ako B MHHAIOTO ¢Te HMaJTH 3a00/1sBaHe Ha IIIMTOBH/IHATA JKJ1e3a,
BKJIFOYHTENTHO XHITOTHPOHIH3BM (TIOHHKEeHA aKTHBHOCT Ha IMTOBHIHATA knie3a). Heobuuaiinu
pe3yJITaTH OT KPbBHUTE TECTOBE 3a (YHKIMATA Ha LIMTOBUIHATA #Jle3a ca chobIaBaHH ciell 00pa3Ho
M3C/e/iBaHe ¢ HOA-Ch/IbpiKallaTa KOHTPACTHA MaTepHs, KOETO MO3Ke Jla Mpe/Ioara rnoTeHu1aieH
XMMNOTHPOHAH3BM WK oTciabeHa (BpeMeHHO) yHKUMA Ha LIWTOBUIHATA JKJle3a, KOWTO MOrat ja
W3HCKBAT JIEUEHHE.

Bawusar niekap 1ie peuy, 1any NjaaHdpaHoTO W3CeBaHe € Bb3MOKHO WK He. BawaTa muToBHaHa
(hyHkuus moxke f1a Obe u3cnenBana npeny na Bu Ob1e npuioxen YarpaBucT U Moxke Aa Bu Obae
JlaIeHO THPEOCTATHYHO JIEKapCTRO.

. Hapymel-mn Ha HEpPBHaTa CHCTEMA

[To Bpeme Ha MM MaKO creAl NpoLeaypaTa 3a 00pa3HO M3c/eIBaHe MOXKE Ja NOJIy4HTe
KpaTKOTpaifHO HapylleHHe Ha MO3bKa, HapeueHo eHledanonaTus. TpaOBa BeaHara na kaxeTe Ha
Bamus nekap, ako 3abenexure HAKOH OT CBbP3aHUTE C TOBA CbCTOSHHE NPH3HALIM H CHMITTOMM,
OIMUCAaHH B TO4YKa 4.

Veenomere Baus nekap, ako umare Hapywenus Ha LIHC (uentpanHa HepBHa cMcTeMa), Harp.
MCTOpHA 3a Mbp4OBe/MpUNanbLUy. B To3u ciyyal Wi B ciyyal Ha NOHMXKEH IIpar Ha NosABa Ha
IbPYOBE WIIH Ha MOBMILEHA MTPONYCKJIMBOCT Ha Balara kpbBHO-MO3buHa Oapuepa (1b/kalua ce,
HampHMep, Ha MPHEMAaHETO Ha Ja/IeHO JleKkapcTBO) Bre Moxke 1a CTe ¢ MOBHILEH PUCK OT NPOABA Ha
HEBPOJIOTHYHH YCIIOXKHEHHA. HeBpOJ’[OFH‘{HHTB YCJIOXKHEHHA Ca M0-4YECTH B uepeﬁpa.nHaTa
anmorpatims H CBBP3aHHUTE C HEA MpOoLEaypPH (peHTFEHDBO H3CJIeBAHE HA KDBBOHOCHHUTE CHA0BE B
MO3bKa).

. Octpo 6B0peuHo yBpexaaHe

AKo nonyuaBate YITpaBHCT 3a BLTPECHA0BO NPHIOKEHHE (TEYHOCTH IMPEKTHO BLB Bawure
KPBbBOHOCHH CbJI0BE) MOXKE 113 CTE C MOBHLIEH PHCK OT pa3sBUTHE Ha OBbOpeYHO yBpeKaaHe cien
HHXeKTHpaHeTo (ocTpo O1B0peuHo yBpexxaaHe ciell npuiokeHue Ha koHtpact/Post Contrast-Acute
Kidney Injury/ PC-AKI). Karo pe3ynrar Bawure 666peun Morar na cnpat aa paboTaT NpaBuIHO 3a
KpaTko Bpeme. [Ipy HAKOM maLMeHTH MOXKe Jla ce CTUrHe 10 ObOpeYHa HeOCTaTbYHOCT.

OcobeHo B ciyyaii, ye HMaTe HAKOE OT cieAHHTe 3abonaBaHu:

- Beue chlllecTByBalla 6b0peuna HepoctaTbyHocT (ObOpeLH, KOUTO He paboTAT HOpMallHO). 3a
noBeve HH(OpMaLMs BHKTe Touka ,,Kak na u3nonseare Yarpaeuct™/, Ilauuentu ¢ 6u6peuno
yBpexaaHe™,

- 3axapeH auaber,

- MHOKECTBEH MHENIOM (paK Ha MJIa3MEHHTE KJIE€TKH B KOCTHHS MO3BK),

- napanpoTeHHeMHs (M3MHIUBLM Ha NapanpoTeHH B KPbBTA),

- aKo cTpajare oT 00e3BOIHABAHE HITH

- aKo MoJTy4aBaTe roJIeMH WIH MHOTOKPaTHH J03H YJITPaBUCT.

AKO cTe Ha JHalii3a U HAMATe HUKaKBa ocTarbyHa Ob0peuna GyHkuua, YiTpaBucT Moxe na Bu 6bne
NPHIOXKEH, ThH KaTO TOH ce OTCTpaHABa OT OpraHu3Ma MpH AHAJTM3HHUA MPOLIEC.

. CupneuHochaoBo 3a6onspane (3a60M15BaHe HA CHPLUETO M HA KPbBOHOCHH CHOBE) // 8
NV
AKo nonyyaBate YITpaBUCT 32 BTPECHA0BA MHXKEKLIUSA (TEYHOCTH AMPEKTHO BbB Bammfc =
KPbBOHOCHH CBJIOBE) U CTPajare OT 3HAUYHUTENHO ChPeHHO 3a00IIBaHe HIH OT TEKKO 3adbﬁhdaﬂe Ha
KOpOHApHATA apTepHs (HaMalleH IPUTOK Ha KPBB KbM ChPAEYHHS MyCKyJl , GOJIKa B IbpaMTe); MOXKe

|



J1a CTe C MOBHILIEH PUCK OT Pa3BHTHE Ha XeMOJWHAMHYHH H3MEHEHHS (MPOMEHH B
KPBBOOOPBIIEHHETO) H ADUTMHA (HApYILEHHE B CTENEHTA WM PHThMA Ha OMeHe Ha ChpLETO). AKO
cTpajare OT Chp/ieYHa HeI0CTATbYHOCT, MHIKEKTHPAHETO Ha YITPaBUCT MOJXKe J1a JOBeJie 10
Genoapoben o0TOK (HaTpynBaHe Ha TeYHOCT B OenuTe Apobose) (BHxkTe Touka ,,Kak na u3nonspare
Varpasuct/, IlauneHts ¢ 660peyHo yBpexnane™).

° DeoxXpoMOLIUTOM

Axo noyyaBaTte YITPaBHUCT 3a BETPECHA0BA HHKEKLUMA (TEYHOCTH AMPEKTHO BbB Baluure
KPBBOHOCHH CBJOBE) H cTpajare oT eoxpoMoLHToM (3ab0isBaHe Ha HANOBOPEUHUTE HUIE3H), MOKE
Ja CTe ¢ MOBHIIEH PHCK OT NMOJy4aBaHe Ha XHIIEPTOHWYHA KpH3a (Texka (JopMa Ha MOBHUILEHO KPBBHO
HallAraHe).

. MHuacTeHus rpaB1c

Ako nony4asare YITpaBUCT 3a BBTPECHI0BA HHKEKIIMA (TEYHOCTH IMPEKTHO BbB Bamure
KPBBOHOCHH ChJ0BE) H CTpajare OT MHACTEHHUS PaBHC (XPOHHYHO PasCTPOHCTBO HA MYCKYJIHTE),
BauiuTe CHMIITOMH HA MHACTEHHS IPABHC MOJXKE J1a Ce BJIOLLIAT.

Hena
HoBoponeHuTte aetia Morat ia Ob1aT H3/10)KEHH Ha Y ITPaBUCT OT MalKarta 1o BpeMe Ha
OpemeHHOCTTA.

Axo Baueto fete € mo-Manko oT 3 roiMHu:
Bauiuar Jiekap MOKe J1a MPOCIIe/IH WK 1a TecTBa (yHKLMATA HA LIMTOBHHATA U133, 0COOEHO MpH
HOBOPOJEHH.

Jdpyru Jekapcersa H YJTpaBHCT

Tpabsa na kaxere Ha Balumsa nekap, ako H3Mon3BaTe, HACKOPO CTE H3MON3BAIH WIH € Bh3MOXKHO J1a

M3MI0JI13BaTe JPYTH JIEKapCTBa, HO Hal-Beue HAKOE OT CJIEIHHTE:

- bureanuan (MeT)OpMHH) — NeKapcTBO, M3MOJ3BAHO 3a JieyeHHe Ha 3axapeH auaber. Ako
ctpanare ot octpa 6bOpeyHa HeJOCTATHYHOCT WITH OT TEKKO XpoHH4HO 6bOpeuHo 3abonsBane,
furBaHMIMTE MOTaT a Ce HaTpymaT B TAn0To Bu, koeTo BoaM 10 nakTaTHa aumaosa (TBbpae
MHOIO MJIEYHA KMCelTMHA B KpbBTa). ThH KaTO MpUIOKEHHETO HA YITPaBUCT MOXKE [a JOBEAE
1o npobnemu ¢ ObOpeLMTe WIK 10 BiIOWIaBaHe Ha npobiemu ¢ 6vOpeunTe, Bue moixke na cte ¢
MOBMILEH PHMCK OT pa3sBUTHE Ha JlaKTaTHa auua03a. Bw3 ocHOBa Ha W3MepBaHMATa Ha
OnOpeunara dynkuus Bawuar nekap 1e odMHCIH HE0OX0IMMOCTTa OT MPeKbCBaHe MPHEMA Ha
MeT(hOpMHUH.

- UHTepneBKUH-2 — JIEKapCTBO 32 JIEUEHHE HA pak — Thi KAaTO MOJXKE /1a MocTpanate ot 3abaBeHH
CTPaHUYHH ACHCTBHA.

- Pannoun3oTony 3a JUarHOCTUKA W JieYeHHe Ha HapyLICHHA Ha LIMTOBMIHATA jJie3a (M3MeHeHa
¢GyHKIMA Ha IMMTOBMAHATa »ie3a). JlMarHoCTHKaTa M JIYEHHETO Ha HapylleHHs Ha
IIMTOBH/IHATA JK/1e3a Morat na ObJar MpensTcTBAHH B pPaMKHTE HA HAKOJIKO CEIMMLM Cle]
TIPHIIOKEHHETO Ha Y ITPABUCT NOPAJH NOHHKEHO PaJJHOU30TONHO YCBOABAHE.

YaTpaBHCT ¢ XpaHA H HANIHTKH
Tpsbpa na ce noabpika aaeKkBaTeH NPHEM Ha TEUHOCTH, KOTAaToO C€ MojTyyaBa YIITPaBHCT.

Bpemennoct, kbpmene H GepraanTeT
Ako cTe GpeMeHHA HITH KbPMHTE, CMATATE, Ye MOJKe J1a cTe OpeMeHHa WM TU1aHupaTe OpeMeHHOCT,
nochBeTBaiiTe ce ¢ Bamus nekap npeau ynorpebara Ha ToBa JIeKapcTBo.

. bpemennoct

He ca npoBexaaHu KIMHUYHK MPOYYBAHUS NPH OPEMEHHH KEHH. i



[TpoyuBaHus NPH )KHBOTHHM ¢ YIITPaBHCT He MOKA3BaT BPEAHH ASHCTBUA MO OTHOLIEHHe OpeMEeHHOCT,
emOpuoHanHo/deTanHo pa3sBUTHe, paXkiaHe (POJHIHH MbKH) HIIH pa3sBUTHE Ha HOBOPOJEHOTO cllej]
NPHIOKEHHE HAa YITPABHCT MPH XOpa.

. Knpmene

BesonacHata ynotpeba Ha YITpaBHCT He € M3C/ieIBaHa NPH KbpMaueTa. Thil KaTo aKTHBHOTO
BELLEeCTBO — HOMPOMMUJL — MPOHUKBA B MHOIO MaJIKH KOJIHYECTBA B KbpMaTa, yBpexkJaHe Ha KbpMa4yeTo
€ MaJKo BEpOATHO (BHikTe Touka ‘KakBo TpabBa na 3Haerte, npeaM Aa W3nonassare YiaTpaBucT /
[NpenynpexnaHus v npeanasiu Mepku / Hapyienue Ha ¢pyHKUMATa Ha LIMTOBHIHATA XJie3a’).

YATpaBHCT CHABLPXKA HATPHIH
Toea nexapcTBO chABpiKa NO-Maiko OoT | mmol HaTpuid (23 mg) B amnyna/duiakoH, T.e. MOe J1a ce
Kaxe, Ye MPaKTHYECKH He Chbpika HATPUH.

3. Kaxk na u3nonssarte YiarpaBucer

Bunaru usnosseaiite ToBa JlekapcTBO TOYHO KakTo Bu e ka3an Bawusat nexap. AKo He cTe CUTYpHH B
Hewlo, nonuTaiite Bawms nekap.

Varpaeuct e Bu 6bae npunoxeH ot 00y4eH MEAMLIMHCKH CMIELIMAIHCT.

AKo nonydaBate YIITPaBUCT 332 BbTPECh0Ba HHKEKLHA (T€YHOCTH AUPEKTHO BbB Bawure

KPBLBOHOCHH Cb0Be), Bauuumar nekap e nposepd BaieTo 31paBocioBHO ChCTOSHUE W JalTH B3eMaTte

HAKaKBH JIPYTH JIEKapCTBa, MOHEXKE TE MOTAT J1a IONPHHECAT 33 Pa3BHTHETO Ha TPOMOOEeMOOTHYHH

cbOuTHs (0Opa3yBaHe Ha KpbBeH cheupek). Jlekapar:

- 1€ MPosABH 0cOOEHO BHHMaHWE KbM aHTHOrpa)cKaTa TEXHHKa

- LLie POMHBA 4YeCTO KaTeTbpa ¢ (PU3HONIOrHYeH pa3TBop (MO BB3MOXKHOCT ¢ Jo0aBiAHe Ha
XeMapHH — JIEKapcTRO 33 pa3peXkaHe Ha KPbBTa)

- L€ CHKPATH BB3MOXKHO HaH-MHOTO BPEMETPAEHETO Ha MPOLIEYpaTa ¢ Liel 1a Ce HAMAIH 10
MHHHUMYM pHCKa OT TPOMOO3H, CBBP3aHH ¢ NpoLielypaTa (KpbBHH ChCHPELH), U eMOoHs
(nBHXKEHHE, HATIPUMEP, HA KPBBEH ChCHPEK, Ma3HUHA MITH KHCIIOPO/)

)Iosupomca 3a BbTpPECHA0BA HHAKEKIHA (Te'-IHOCTH AHPEKTHO BLB BammuTe KPBBOHOCHH CBJIOBG)
I[oaara, KOATO LI MOJYUHTE, L€ 3aBHCH OT Bainara BB3pacT, TCJICCHO TEIJI0, H3C/ICABaHa obnact u

BHJla HA TEXHHKATA Ha H3CJI€ABAHE, KOATO 1IE Ob/ie H3MOI3BaHA.

O6ukHOBeHO 1o3M 110 1,5 g Hon Ha kg TenecHo Terno ce noHacat nobpe. Tosa choTBeTCTBa Ha 5 ml
Varpasuct 623 mg/ml Ha kg TenecHo terno unu 4,05 ml Yarpasuct 769 mg/ml Ha kg renecHo terso.

Jl03HpoOBKA 32 NPHJIOKEHHE B TeJIeCHH KyXHHH
Aptporpagusa: 5 — 15 ml Yarpasuct 623 mg/ml/ 769 mg/ml

ERCP: Bamara no3upoBka 3aBUCH OT KJIIMHHYHUA BLIIPOC U Pa3Mepa Ha CTPYKTYpaTa, KOATo
TpabBa na ce u3obpazu.

KontpactHo-  YnrtpaBHcCT e 6b/ie MPHIOXKEH HHTPABEHO3HO (rONAMO KOJIMYECTBO BbB BEHaTa),
yCuileHa aKo € Bb3MOKHO M3I10/13BaHKH aBTOMATHYEH HHKEKTOP.

mamorpadus:  Bwapacthu: Yarpaeuct 623 mg/ml/769 mg/ml: 1,5 ml/kg Tenecno rerso

Hpyru: Baiuara 103MpoOBKa 3aBMCH OT KIIMHMYHMS BBIIPOC M pasMepa Ha CTpyKTypata; KOSTo
TpabBa na ce u3odpasm. </

Ynorpebda npu aena W2\



Hogsopoaenn (< 1 mecen) u aena (1 mecen — 2 roanHn)

JlekapsaT 11e MMa rpuXKaTa 1o OTHOLIEHHE Ha 103aTa, TEXHHYECKOTO H3MTbIIHEHHE Ha PaJiHOJIOrHYHATA
npoLeaAypa H 00LIOTO ChCTOAHKE, KOTaTo AaBa Y/ITPaBUCT HAa MaJIKH feua (Ha Bb3pacT < | roauHa) v
ocofeHO Ha HOBOPOJEHH, MOHEIKE Te €a NOJATIHBH Ha €JEKTPOIUTEH JuchanaHc (XHMHYECKH
NPOMEHH B KPBBTA) H XeMOJAWHAMHYHH W3MEHEHHA (MPOMEHH B KPbBOOOPBILEHHETO).

IManuentn ¢ 60peyHo yBpexkaane

Twii KaTO HONPOMUIBT — AKTUBHOTO BELLECTBO HA YJITPABHUCT — CE OTAEIS [IOUTH U3LIIIO B
Heu3MeHeHa (opma upe3 OsOpeLHTe, ETUMHHUPAHETO Ha HOMPOMHK/IA € NMO-MPOIBIKHTENHO, aK0
cTtpaaate ot Ob6peuHo yBpexxaaHe. Llle 6bae H3non3paHa MUHUMAIHATA BE3MOKHA 11034, 34 J1a ce
HaMalli PHCKA OT JOMBJIHUTENHO OBbOpeUHO yBpeKaaHe, MPEeIH3BMKAHO OT KOHTpacTHATa MaTepUs
(BwxkTe Touka ‘Kakso TpaOpa na 3Haete npeau Aa ce u3nonssa Yarpasuct / [lpenynpesxneHus 1
npeana3Hyi Mepku’).

JlombnHKTEIHA HHGOpPMaLHA M0 OTHOLIEHHE Ha MPHIIOKeHHeTo U paboTtata ¢ YaTpaBucT e
npeaocTaBeHa B Kpas Ha Ta3H JTMCTOBKaA (BiokTe Touka ‘[locoyeHara no-nony vHpopmauus e
Npe/iHa3Ha4YeHa caMo 3a MeJULIMHCKH CIIELIHATUCTH ).

AKO cTe H3M0/I3BAJIH NOBeYe OT HeoOXoquMATA 1032 YITPaBHCT

AKO ce cllyuH, Makap M Jia € MalKo BEpOATHO, 1a Bu 6bae naaeH noeeve Y ITpaBHCT, OTKONKOTO OH
TpsbBano, U Bue ce nouyecTBare 3ne, yBenomere Baluus nekap HezabapHo. CUMITTOMHTE Ha
npefo3rupaHe NPy BbTPECHAOBO MPHIOKEHHE MOTAT Ja BKIIOYBAT TEYHOCTEH H €NEKTPOIHTEH
aucOananc, 6b0pevHa HelOCTaTbYHOCT, ChPAEYHOCH0BH (ChpLE H KPBbBOHOCHH CBH/IOBE) U
GenoapoOHH ycnoxkHeHUs. Baliure TeUHOCTH, eNeKTPOIMTH H OBOpeuHa ¢yHkiMa Morat fa 6baar
MOCTaBEHH Mo/ HabmoaeHke. BauaT nekap Moxke ChILO Taka [a pelly 1a OTCTPaHH YIITPaBUCT OT
Tanoto Bu nocpeacreom nuanusa.

AKO MMaTe HAKaKBH JOMTbIHHTEIHH BBIIPOCH, CBbP3aHH ¢ ynorpebaTa Ha TOBA JIEKAPCTBO, MONHTAkHTe
Bawms nekap.

4. BB3MOXKHH HeKeNaHH peakiHu

Kakto BcHUKH JIEKapCTBa, TOBa JIEKAPCTBO MOXKE Aa NPEAH3IBHKA HEXKEIAHH PEAKLIHH, BBIIPEKH 4E HE
BCCKH ' MOJIy4aBa.

Haii-TexxkuTe Hexelanu peakuuu (Habmo1aBaHKH HeXeNTaHH PeaKkiiK, W3XOABT OT KOMTO € (aTasieH
WIH XMBOTO3aCTpALLABAlll) MPH MALMEeHTH, NOMy4YaBalH Y ITPaBUCT, ca aHaHIAKTOMAEH
(anepruuno-nonoGeH) 1IOK, pecliMpaToOpeH apecT (CMHpaHe Ha AHLIAHEeTO), OpoHX0Cna3bM
(3aTpyHEHHs B JUILAHETO), JapHHIealeH OTOK (MOoLyBaHe Ha apHHKca), (PepHHIeaneH OToK
(noayeaHe Ha rbp/IOTO), ACTMA, KOMA, MO3bUeH HHGDAPKT (HaMaJleH MPUTOK Ha KPbB KbM HAKOH YacTH
Ha MO3bKa), HHCYJIT, MO3b4eH OTOK (TM0yBaHe Ha MO3bKa), KOHBYJICHA (IbpY/TIpHNabK), apUTMHUSA
(HapylieHHe Ha CTENEeHTa WM pUTbMa Ha OHEeHe Ha CBhPLIETO), ChPIEYEH apecT (CNHPaHE Ha ChPLIETO),
MHOKapaHa ucxemus (00/1e3HeHO ChCTOAHHE Ha ChPLIETO, PUUHHEHO OT JIMICATa HAa NMPUTOK Ha KPbB
KbM CbPLETO), HH(APKT Ha MHOKap/a (ChpAeyueH MPHCTHIT), ChpAeYHA HEJ0CTATHYHOCT, Opaaukapaus
(0aBHO OHMeHe Ha ChPLETO), I[HaHo3a (CMHKABO OLIBETABAHE HA KOXKATa W IMTABULIMTE MOPajaH JIMICA Ha
KHMCJIOPO/1), XMIIOTOHHA (HHCKO KPBBHO HalsraHe), LIOK, IMCTHes (3a1yX), 6enonpoben oTok
(HaTpynBaHe Ha Te4HOCT B 6enuTe ApoboBe), pecnupaTopHa HeaocTaTbuHOCT (Genute npoboBe He
MOraT Jia MoeMaT J0CTaTh4YHO KMCIOPO WIH Ja W3/IMILAT 10CTAThYHO BhITIEPOEH IBYOKHC) H
acnupalsa (nornaaaHe Ha vy)ka Matepuan B 6enure apobose).

Haii-uecto HabitoaBaHuTe HEXENAHH PEAKLMH NPH MAUHEHTH, MOTy4aBalld Y ITPaBUET, BKIIOTBAT
rnaBo0oNKe, rafieHe W Ba3oauIaTalus (pa3irpsBaHe Ha KPbBOHOCHHMTE ChI0BE).

(f *
Bb3MOKHHTE HEKEIAHH PeaKIHH ¢a N36poeHn No-10/Ty Mo peaa HA TAXHATA BePOATHOCT.
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Yecrr (MoraT aa 3acertat 1 mo 10 notpebutenu Ha 100)

3amaiiBaHe

I'naBoGonue

Jucre3us (HapylleHHe WIIH U3BMEHEHHE Ha BKyca)

3aMBII€HO HIIH HapyIIEHO 3peHHe

bonka B repauTe uin auckomgopt

XuneproHHs (BUCOKO KPLBHO HA/IATaHe)

Bazoaunarauus (pasiupsaBaie Ha KPbBOHOCHUTE ChI0BE)

[ToBpbiiane

["anene

Bonka

PeakiuiMy Ha MACTOTO Ha MpUIOKeHHe (Hanp. 60iKa, 3aTOIUIsHE, OTOK (MOyBaHe), Bh3MajleHHe
¥ HapaHsABaHE Ha OKOJTHATA MEKAa ThKaH B Ciy4ail, ue YITpaBHCT MpoTeye U3BbH MACTOTO HA
MHIKEKTHPaHe)

Vcelane 3a 3aTonsHe

Heuecrn (Morart na 3acersar | no 10 norpedurenu na 1000)

Peakiiiy Ha CBPBXUYBCTBHTENHOCT/aHAGHIAKTOUIHH (aJleprHYHO-M0100HH) peakiuH
(aHaunakTHYEH LIOK, PECIIHPATOPEH apecT (CrUpaHe Ha JHLIAHETO), OpOHXOCNa3bM
(3aTpyaHeHO AMIIaHe), OTOK (MOAyBaHe) Ha JapHHKCa, hapHHKca (FbpIoTo), €3HKa HITH JIHLETO,
Cra3bM Ha JapuHKca WiH (hapHHKca (MbplIOTO), ACTMA, KOHIOHKTHBHT (Bb3NaJIEHHE Ha
meMOpaHHMTe Ha OYMTE), TaKpHMaLKs (ChI3eHE Ha OUMTE), KMXaHe, KalllIiHe, MyKO3€eH 0TOK
(moayBaHe Ha THraBHLIMTE, MOKPHBALLK OPraHH, KATO XPaHOCMHIIATENHHS, FeHUTATHHA WK
YPHHAPHUSA TPAKT), PUHHUT (Bb3MaJleHHe Ha JIMFaBULIMTE B HOCA), PECHITHAJIOCT, APa3HeHe Ha
rbpJI0TO, YPTHKapHA (KOTMPHBHA Tpecka), MpypHUTYC (cHieH chpbesx), anrnoeaem (6bp3o
NOJAYBaHe HA KOJKATA WM ThKaHUTE))

BasoparanHu peakivu (3aryba Ha ch3HaHHE/NPHNaIbK)

O6BpkaHocT

Bw30yneHoct

[Napecrte3us (abHOpMHO yceliaHe BbpXy KOXKaTa, KaTo ycellaHe 3a uirapsaHe, 6oexu, cbpbenu
WJIK M3TPLIBaHe) / XUnoecTe3us (HaMaseHo ycellaHe 3a JOMUp HIIH CEeTHBHOCT)

CubHIMBOCT

ApUTMHA (HapylUEHHE Ha CTENeHTa U pUTbMa Ha OMeHe Ha CbPLETO)

XHNoToHHUS (HUCKO KPBBHO HAJISraHe)

Hucnnes (3aayx)

Kopemna 6onka

Otok (noayeaHe Ha THKAHUTE)

Penkn (MoraT na 3acerHar 1 1o 10 notpeburenu Ha 10000)

besnokoiicTBo

ChprieueH apecT (CnHpaHe Ha ChpLETO)

MuokapaHa Hexemus (00/1e3HEHO ChCTOSAHHE Ha ChPLIETO, MPHYMHEHO OT JIMIICATa Ha MPUTOK Ha
KPBB KbM CBPLETO)

CbpaeyHu nannurauuy (HeperynspHo, 6bp30 OMeHe HWiIK MyJicHpaHe Ha ChPIIETO)

C Hen3BecTHA Y€CTOTA (YecToTaTa HE MOXeE 1a Ob/ie onpe/eneHa oT HaTHYHHUTE 1aHHH)

TupeoTokcH4Ha KpH3a (TEKKO YC/I0KHEHHE NPH CBPbXAaKTHBHA LIIHTOBH/IHA KJ1€3a)
I1luToBHAHO HapylIeHHe

Koma

LlepeGpanHa ucxeMus / MHGapKT (MOHWKEH MPUTOK HA KPBB KbM HAKOM YAaCTH HAa MO3bKa)
HUucynr )
Mo3bueH 0TOK (MoilyBaHe Ha MO3bKa) (cboOlLaBa ce caMo NPH BbTPECHI0BO r[pmtoxelme)
Konysicus (rvpu/npunajbk)

[TpexoaHa KOpPTHKaJIHA CJIeNOTa (3puTesHl npobiemu) (crobiara ce camo npu B‘preC'b,I[OBO
MPHIIOKEHHE) \\
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3ary0a Ha ch3HaHHe

Bb36yna

AMHe3us (3aryba Ha namerra)

Tpemop

HapyuieHnus Ha peuta

[Tape3a / napanu3a (4aCTUYHO WM HAITBJIHO 00€3/IBHIKBAHE)

Hapywenus Ha cnyxa

Wndapkr Ha MHOKapaa (CbpJ€YeH MPUCTBIT)

CwpaeuHa HEIOCTATBYHOCT

bpanukapaus (baBHo GueHe Ha CbpPLETO)

Taxukapaus (6bp30 OHEHE Ha CHPLETO)

llnaHo3a (CHHKAaBO OLIBETHBAHE HA KO3KAaTa W JIMraBHLIMTE [I0Paiy JIMIICA Ha KHCJIOpO.)
ok

TpomboemGonuunu crOUTHA (0Opa3yBaHe Ha ChCHPEK B KPBBOHOCEH Ch/l, KOETO BO/IM 110
MHCYAT) (choO1IaBa ce caMo MPH BbTPECHI0BO NMPHIOKEHHE)

Baszocnasem (crna3zbm Ha KpbBOHOCEH CbJ) (ChoO1IaBa ce caMo MpH BbTPECHA0BO MPHIIOKEHHE)
Benoapoben otok (HaTpynBaHe Ha TeyHOCT B Genurte npobose)

PecnupatopHa HenocTaTbuHOCT (OenuTe ApoOoBe He MOraT Ja NoeMar J0CTaTbuyHO KHCIOPO/
WJIH [1a M3HILAT J0CTATLYHO BBIVIEPOJIeH JIBYOKHC)

Acnupauus (nonagaHe Ha 4y matepuan B Oenure apobose)

Jucdarus (3aTpyAHEHO NperibLLAHE)

VBenuyeHHe Ha CIIOHYEHATa #Jie3a

Huapus

Byno3Hu cheTosHMSA, HAMpP. cHHAPOMH Ha CTHRBH-/DKOHCBH Wi Ha Jlaibn (Texko
BB3MATHTETHO H3PHBaHE Ha KOXKATA W JIMFaBULIMTE)

O6pue

EpureM (3auepBABaHe Ha KOXKarTa)

Xunepxuapo3a (CBpbX H3IOTABAaHE)

KoMmapTMeHT CHHIPOM B ClTyuai Ha eKcTpaBa3auus (HajisraHe B MyCKYJI, BOJELIO 10
MYCKYJTHO MIIH HEPBHO YBpexJaHe U npobiemu ¢ kpboobpaleHneTo) (crobiasa ce caMo npH
BbTPECHA0BO MPHIOAKEHHE)

BuOpeuno yepexaane (npobnemu ¢ 6u0penure) (chobinasa ce caMo Npy BETPECHA0BO
MPUII0KEHHE)

Octpa 6B0peyuHa HenoOCTaTEUHOCT (CLOOLIABA €€ CAMO NPH BBTPECHI0BO NMPHIOKEHHE)
001110 Hepa3nonoKeHHe

XnagHu TPBIIKH

Bneanocr (6s1ena koxka)

KosieGanus B TeecHaTa Temreparypa (W3MeHeHHs Ha TejlecHaTa TeMIeparypa)

Beuara norspcete MEIMIIMHCKA MOMOIL, aKO 3a0e/1e)KHTe HAKOH OT CJICTHHUTE TPH3HALM HIH
CHMITTOMH (KOHMTO Cca C HEH3BeCTHA 4ecToTa):

qepBEHHKaBH MneTHa 1o T410TO, KOMTO ca C q)opmara Ha MHLIEHA WIH KPBIJIK, YECTO C MEXYPH B

LIEHTPaJIHATA YaCT, JIIOLIEHE HA KOXKATa, PaHH B YCTaTa, MbPJIOTO, HOCA, FEHUTaNIMHUTE M o4uTe. Tesu
CEpPHO3HM KOXKHHM OOPHUBH MOTar fia GbaaT MpeX0K/JIaHH OT NOBHLIEHA TEMIIEPATypa U IPHIONoi06HH
cuMnToMH (cHHApPOM Ha CTHBbH-J[KOHCHH, TOKCHYHA eNH/IepMaliHa HEKPOIIH3a).

OGuMpeH oOpHB, MOBMILIEHA TENECHA TEMIEpaTypa 1 yrojiemeHu ntuMduu pb3nu (DRESS

CHMHIPOM HJIH CHHIPOM Ha CBPLXUYBCTBUTEHOCT KbM JIEKAPCTBOTO).

3auepBeH, OOIIMPEH JIIOCMeCT OOPHB € MOAYTHHH MOJI KOKATa H MEXYPH, MPHPYHEH OT

MOBHLIEHA TEMIEPATYpa cliell MpoLeaypara 3a 00pa3Ho uicieaBaHe (0CTpa reHepalu3HpaHa
eK3aHTeMaTO3Ha MyCTyJI03a).

KparkoTpaiHo HapyLieHHe Ha MO3bKa (eHledanonaTus), KOeTo MoXe J1a PHYMHH 3aryda

Ha ramer, 00bPKaHOCT, XaIOLHHALIMH, TPOOJIEMH CbC 3pEHHETO, 3aryda Ha 3peHue,
'bpPYOBE, 3ary63 Ha KOOpaHHallH, HGCI'IOCOﬁHOGT 3a JIBH3KEHHE B €aHaTa [10JI0OBHHA Ha/

TANIOTO, MpobieMu ¢ ropopa 1 3aryba Ha chb3HaHHe.

(|
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B nonbiHeHue KbM HexKeJlaHUTe PeaKLdH, OIIHCAHH 110-TOpe, CIeHHTE HeyKellaHH peaKiiH ce

cwobimaar npu Enpockoncka perporpaaHa xonauruonaikpearorpapus (ERCP — enpockonus,

M3M0JI13BaHa Ha NaHKpeaca W #UTbYHUTE 001aCTH) C HEeW3BECTHA YeCTOoTa:

- [MoBuIieHH NaHKpeacHW eH3MMHH HMBA M MAHKPeaTUT (Bb3MajeHHe Ha MaHKpeaca — OpraH,
KOKHTO € BaXKEH 3a xpanocmnnaﬂero)

MHO3HHCTBOTO PEaKkLHH clieq MHEHOFpaCbHﬂ HITH ynorpeﬁa B TCJICCHH KYXHHH C€ IMPOABABAT HAKOJIIKO
yaca ciie]] NpHI0KEHHETO.

AKO HAKOS OT HEXEJITaHUTE JICKapCTBCHH pEaKliH CTaHe CEPHO3HA HITH 3abenexuTe APYTH,
HEOMHCaHH B Ta3H JIMCTOBKA HECYKEIIAHH peaKlHH, MOJIA YBEAOMETE Bamusa JieKap.

ChodmaBane HA He/KeJIaHH peaKknHH

AKO MoMy4HTe HAKAKBH HEXENaHH JIEKAPCTBEHH peakliuy, yeeaomere Bawus nekap, Gapmauert uau
MeIHLHHCKa cecTpa. Toea BK/IIOYBA BCHYKH Bb3MOJKHH HEOINIHCAHH B Ta3H JIMCTOBKA HEXKEJIAHH
peakuuu. MoykeTe ChIIO 1a ChOOLIMTE HEXKEIAHN PEaKIMH IMPEKTHO Ype3

M3nmbaHMTENHA areHUMs NO IeKapcTBaTa

yn. ,Jdamss I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg. Karo cbobuaBate HexenaHW peakilMd, MOXKETE 1a AajieTe CBOs
MPUHOC 3a MNOdy4aBaHe Ha MoBeye HHGOpPMaUMA OTHOCHO Oe30MacHOCTTa Ha TOBa
JIeKapcTBoO.

S. Kak na cbxpansiBate YiarpaBuct

,[la C€ CBXpaHABa Ha MACTO, HENOCTLITIHO 34 AeLa.

He u3non3seaiite TOBa 1eKapcTBO clle]l CpOKa Ha FOAHOCT, 0TOeIA3aH BbpXY eTHKeTa. CpOKBT Ha

FOAHOCT OTroBaps Ha NnocCiaeaHuA AC€H OT MOCOYEHHA MECEL.

6. ChabpxaHHe HA ONAKOBKATA H JONBJIHHTEIHA HHPOpPMALHH

KaxkBo cpabpxka YarpaBuct

- AKTHMBHO BELLECTBO: HOMPOMHK]I.

- JIpyTH ChCTaBKH: HATPHEBO-KAILIMER €IETAT, TPOMETAMOJ, XJIOPOBOIOPOHA KHCE/IHHA (3a
kopekuua Ha pH), HaTpuer xuapokcua (3a kopekuus Ha pH), Boaa 3a HHMXKeKUHK.

Kak u3riexaa YITpaBHCT H KAKBO ChAbpP/Ka 0NAKOBKATA

VaTpaBHCT ce npejiara rotos 3a ynorpeba noa gpopmara Ha 6UCTEp, Oe3uBeTeH 10 O1en0 KBIT
HHKEKIIHOHEH/HH(Y3HOHEH pa3TBOP.

IpuTexaTes HA pa3pemIeHHETO 32 YNOTPeda H NPOH3BOAHTE.I

IIpuTexkaren Ha pa3penieHHeTo 3a ynorpeda

Bayer AG
Kaiser-Wilhelm-Allee 1
51373 Leverkusen, I'epmanus

Ipon3BoanTen
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[Tpoussoautenst Moxe aa Obae uaeHTHOULMPAH upe3 HOMepa Ha NapTHAAaTa, OTNeYaTaH Ha
KapTOHEHATA KyTHS W Ha eTHKeTa Ha Besika OyTHIIKa:

* Ako mbpBUAT U BTopHUAT cumBoa ca KT, npoussoaurenar e
Bayer AG Berlin

Muellerstrasse 178

13353 Berlin

['epmanus

» AKO MBpBUAT W BTOpHUAT cuMBoa ca FP, nponssoaurensr e
BerliMed S.A.,Madrid

Francisco Alonso, 7

Poligono Industrial Santa Rosa

28806 Alcala de Henares, Madrid

Hcenanus

JlaTa Ha moc/ieIHO mpepasriexiaHe Ha aucroskara 02/2026

TMocoyeHaTa Mo-a0y HHPOPMALIKA € NMpeHa3HAYEeHa CaMO 33 MEIHLIMHCKH CIELMAIHCTH:
Tloka3zanun

To3u NekapcTBeH MPOMAYKT € MPEeHA3HAYEH CaMO 3 IMArHOCTHYHH LIEJH.

- ¥Ynarpaeuct 623 mg/ml/769 mg/ml: 3a BTPeCHA0BO NPUIIOKEHHE H 32 NPUIOKEHHE B TEJIECHH
KyXHHH.

KonrpacTHo ycunBaHe npu kommoTbpHa Tomorpagus (CT), aprepro- u BeHorpadus,

MHTPaBEHO3HA/UHTpaapTepHasHa JUruTanHa cyoTpakuMoHHa anruorpadus (DSA);
uHTpaBeHo3Ha yporpadus, npu ERCP, aptporpadus, KakTo ¥ M3c/IeIBaHE HA TEECHH KyXHHH.

- VYarpasucrt 769 mg/ml: cnienuanHo 3a aHrHoKapaHorpadHu.

- VYarpasucr 623 mg/ml/769 mg/ml: 3a ynorpeba npy Bb3pacTHH JKEHH 3a KOHTPACTHO-YCHIIEHA
MaMorpadus 3a OlleHKa Ha BeYe W3BECTHH WM OTKPHBaHE Ha MOJ03HPaHH JIE3HH B I'bp/ara, Kato

JOTTbIHEeHHe KbM Mamorpadus (¢ wiu 0e3 yITpa3ByK) WK KaTo alTepHaTHBA Ha APEHO-
maruuteH pesoHaHc (IMP), korato SIMP e npoTHBONOKa3aH WK He € HAJTHYEH.
Varpasuct 623 mg/ml/769 mg/ml He ca nokazaHH 3a HHTPATEKATHO NPHIIOKEHHE.
Hucrpyknnu 3a ynorpeda/padora
Vnrpaeuct Tpabea na ce 3aTOIUIM NPeJy MPUJIaraHeTo My JI0 TeJIECHa TeMIepaTypa.
e  Oraen Ha pa3TBOpa
KonrtpactHara MaTepus TpsaOBa a ce MPOBEpH BU3yaslHO Npeau ynotpeba u He TpsOBa J1a ce
M3M0J13B4, aKO € C MPOMEHEH LIBAT, HUTO B CJIyYaH HAa HAJIMYHE HAa HEPa3TBOPHMM YaCTHLH
(BKJIIOUMTETHO KpHCTANH) WK AedekTHH onakoBkH. Thi kaTo Y/ITpaBHCT € pasTBOP C BHCOKa
KOHLIEHTpALIKA, MHOTO PAIKO MOXKE J1a Ce MOABH KPHCTAIM3MpaHe (NMosABa Ha MJIEYHO 65u10

NOMBLTHABAHE W/WITH yTamca Ha JBHOTO WIIH IUTYBALLH KPHCTa.l'IH)

o Amnynu/dnakoHu
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Pa3TBOpBT Ha KOHTpacTHaTa MaTepusi ce M3TErNd B CNPWHLOBKaTa WIH B WH(Y3HOHHaTa OaHKa,
MpUKpeneHa KbM HH(Y3HOHHATa CHCTEMa, HEMOCPEICTBEHO NMpeNH yrnoTpeda.

I'ymenara 3amywianka TpabBa na ce npoOMBa caMo BEIHBINK, 33 Ja ce MPENOTBPATH BB3MOXKHOCTTA
rojieMH KOJIMYECTBa MHMKPOYACTHLIM OT 3amyllajJkara Ja fonanHaT B pasrBopa. IIpenopwuBa ce
ynotpefaTa Ha KaHIONIa C T/l BPbX W MakcuMmaneH quameTsp 18 G 3a mpoGuBaHe Ha 3amyiuankara u
H3TErJIAHE Ha KOHTpacTHaTa Matepus. OcobeHo NoaxoAsly ca KaHKJIWTE ChC CTPaHHYEeH OTBOP,
Hanp. kaHionu Nocore-Admix.

KOHTPaCTHaTa MaTepHi, KOATO HE € M3MOJI3BaHa MPH €AHO H3CIEABAHE, C€ U3XBBPIIA.
e  OnakoBKH ¢ Mo-roieMH 06eMH (caMo 3a BBTPECHIOBO MPHIIOKEHHE)

CJ’Ie,JlHHTG npamma BaXarT l'IpH MHOl"OKpaTHO H3TErJIdHEe Ha KOH’I‘[)aCTHa Marepna OT ONaKOBKH OT 200
ml WK noseye:

MHOrokpaTHOTO W3TerjisHe Ha KOHTpPacTHa Marepus TpsOBa fJa ce M3BLPLIBA KATO CE€ H3MONI3BA
npe/iHa3Ha4YeHo 3a MHOTOKpaTHa ynoTpeba usnenue.

I'ymeHaTa 3amyluanka Ha OyTHIKaTa HUKOra He TpAOBa Ha ce mpoOuBa MoBeuye OT BeAHBK, 33 J|a ce
MPeIOTBPaTH HARIM3AHETO Ha FOMSAMO KOJTHYECTBO MHKPOUYACTHIIM OT 3aMyllaJKkaTa B pa3TBopa.

KonTpacTHaTta matepus TpsaOBa Ja ce npujiara ¢ aBTOMaTHYeH MHXKEKTOP MIIM Ype3 Jpyra Mpoueaypa,
OCH prﬂBaHJ,a CTepHJlHOCT Ha KOHTpaCTHATa MaTepHA.

Tpobara oT MHKeKTOpa KbM naumeHTa (Tpbbarta Ha nauueHTa) TpAOBa 1a ce CMEHA ClIe/l BCEKH
MaLMeHT, 3a Ja ce H30erHe KpbCeTOCaHaTa KOHTAMHHALMA.

Cebp3BaminTe TpHOM M BCHUKH YacTH 33 €HOKpaTHA ynoTpeba Ha MHXKEKTOpHATa cucTeMa TpsOBa aa
C€ M3XBBPJIAT, KOraTo ce W3Npa3HH HHQy3HoHHaTa OyTHika WM 10 yaca cieqt MbpBOTO OTBapsAHe Ha

OIIaKOBKaTa.

AKko CBINECTBYBAT NOMBJIHHTE/IHH YKa3aHHA OT CbOTBETHHA MPOHU3BOJHTEIN HA MEAHLIHHCKOTO
H3EITHE, TE TpﬂﬁBa Ja ce cra3par.

JleceT yaca cnel OTBapsiHe Ha MbPBHYHATA ONMAKOBKA, OCTAHAJIMAT HEW3MOI3BaH YITpaBHCT TpabBa 1a
ce U3XBBPJIH.

Hewusnon3saHHAT NPOAYKT MK OTNaIbYHHTE MaTepPHaIH OT Hero TpAOBA 1a ce H3XBBPJIAT B
CbOTBETCTBHE C MECTHHTE M3HCKBaHHMS.

13



