KPATKA XAPAKTEPUCTHKA HA MPOAYKTA
1. UME HA JEKAPCTBEHHS IPOAYKT

Konak 350 mg I/ml uHXekunoHeH pa3TBOp
Kopag 350 mg I/ml solution for injection

2. KAYECTBEH H KOJIHYECTBEH ChCTAB

1 ml ot pa3TBOpa chrAbpxa 755 mg Hoxexcon (1ohexol), exkupaneHTHU Ha 350 mg Kon. [Tpu 37°C
OCMONapHTETLT Ha pasreopa e 0,78 Osmvkg HyO, a BuckosurersT 10,6 mPas.

Hoxexcon e nefionHo, MOHOMEPHO, TPUHOAMPAHO, BOAHO-PA3TBOPUMO PEHIE€HO-KOHTPALTHO CPEACTBO.
Konak B koHLIeHTpaLus oT 140 mg I/ml € u30TOHHYEH C KPpbBTa U ThbKAHHATA TEYHOCT.
[ToMoIHK BelllecTBa C H3BECTHO aelicTBUE: HATPUEBRO-KanLueB eaerar 0,1 mg/ml.

38 MbJHUA CIUCHK HA MOMOLIHUTE BELIECTBA BUXKTE TOUKka 6.1.

3. JEKAPCTBEHA ®OPMA V3TTRIHNTENHA ATEHLAR NO NEKAPCTBATA

HMHxeKUHOHEH pa3TBOP.
bucTtop, Oe3useren 0o 61ea0 KBAT BOASH PasTBOP.

4. KIMHUYHH JAHHH

4.1 TepalneBTHUHH NOKAIAHNS

To3u ieKapCTBEH NPOAYKT € NpeAHAa3HaueH CaMO 3a AHArHOCTHYHH LIEJIM,

Konak 350 mg [/m] #HXeKUMOHEH pa3TBOP € PEHTTEHO-KOHTPACTHO CPEACTRO 34 NPUICKEHUE MMPU AeLA U
Bb3pacTHU. [Ipunara ce npu cleAHNTE PEHTIEHO-AWAarHOCTUYHHI NPOLERYPH: yporpadus, pneborpadus,
BEHO3HA M apTepuanHa AuruTanta cyérpaxuiionta auriorpapus (DSA), apreprorpadis, KOMMIOTbpHA
Tomorpagus (CT), kapavo-adruorpadus u muenorpadus.

[TpunoxeHHe B TENECHH KYXHHH: apTporpadus, eHA0CKONCKa peTporpaita nankpearorpapus (ERP),
eHJ0CKONCKa peTporpania xonauruo-nankpearorpadgus (ERCP), xepanorpagusg, xuctepo-cannunrorpagus,
cHanorpapmsg 1 peHTMeHOBO H3C/IEABaHe HAa CTOMANIHO-UPEBHUS TPaKT.

4.2 JA03MpOBKA ¥ HAYHH HA NPHJIOXKEHHE

JIDSHPOBK&TE! 3aBUCH OT THNA HA M3CJIEABAHETO, [IpuiaraHata TCXHHKa H KIHHHYHOTO ChCTOAHHE Ha NAallHCHTA.

[Tpunarat ce CraHIapTHHUTE, 32 CHOTBETHUTE U3CJICABAHNA, HOAHY KOHUEHTpauuK 1 obemu. KakTo npu Bcuukn
APYTH KOHTPACTHH CPEACTBA, MPEaU H e NpunokeHne TpabBa na ce OCHIypH alieKBaTHA XHAPaTallka Ha
OpraHH3Ma.

KaTo Hali-0061110 YKa3aHHe MOXe Ja ce H3M0J3BaT CIEAHHTE J030BH NPENopbKH:

HNHTpaBeHO3HO NPWIOKEHHE




Mokazanue KonueuTpauus Obem

Yporpabua | BbspacThu | 300 mg I/mi wau 350 mg [/ml 40-80 mi*
Heua non 7 kg 300 mg 1/ml 3 ml/kg
Heua nan 7 kg 300 mg I/ml 2 mlkg
®aeborpagug (xpak) | 300 mg I/ml 20-100 ml/kpak
DSA Bn3pacTuu 300 mg I/ml | 20-60 mg/MukexLus
| Jleua 300 mg 1/ml B 3aBHCMMOCT OT Bb3PacTTa ¥ TErn0To
CT npu BLIPacCTHH 300 mg I/ml 100-200 ml
| 350 mg 1/ml 1 100-150 ml
CT npH aeua | 300 mg I/'ml 1-3 ml/kg 10 40 ml
* B onpenenelu cimyyam € gonyctumo v nan 80 mi.
Hn TEPHANHO NPUNOKEHHE
TlokazanHe KOHIIeHTpALIHSA Obem
Aprepuorpadpua | Csonosa aoprorpadus 300 mg I/ml | 30-40 ml/unxexumsa
CenexTisHa nepedpanta 300 mg I/ml 5-10 ml/nnxexuys
Aoprorpadus - 350 mg i/mi 40-60 ml/unxexnus
demopanna 300 mg I/m! uny 350 mg I/ml | 30-50 mYunxexuus
Apyru 300 mg 1/ml B 33aBHCHMOCT OT BHAA Ha HICAENABAHETO
Kapauo-aHruorpagus npH BL3IPACTHH: JIABa 350 mg 1/mi 30-50 ml/unxexius
KaMepa U HHKEKTHPAHE B OCHOBATa Ha aopTara | _
Kapano-asuruorpadust npH Bb3PacTHH! 350 mg I/ml | 4-8 ml/mHxexuus
CEeJIEKTHBHA KOPOHApHA aHrHOrpagus
Kapano-anrnorpadus npa aeua 300 mg I/m] uan 350 mg [/ml | B 3aBHCuMOCT OT BB3pacTTa u TErI0TO
(Makcumanno 8 mlkg)
DSA B13pacTHH _[ 300 mg I/m] 1-15 mi/nnxekuua™
Ileua 300 mg I/mi B 3aBHCMMOCT OT BBb3PacTTa W TErNOTO

* B 3aBHCHMOCT OT MACTOTO Ha MHXEKTHPAHE MOXKE 1a CE€ U3II0N3BaT M NO-roNeMH KonrHyecTea — a0 30 mil.

MHTparekanHo NpuaoxkeHne

Ilokazanne KoHuleHTPALIHA Obem
Jymbaaua u TopakanHa muenorpadusa (nym6anso | 300 mg I/ml 6-9 ml
HIKEKTHpaHe) 350 mg I/ml 5-8§ ml
lepsukanua muenorpadpus 300 mg I/ml 8-9.5 ml
(yMOanHO KHIKEKTHPAHE) 350 mg I/ml 7-9m
Lepsuxanana MHuenorpapua 300 mg I/ml 6-8 m
(naTepanno LEPBHKANHO KHKEKTHPAHE) 350 mg I/ml 5-7m
CT: uncrepuorpadpng (hvmOBanHO HHXEKTHDAHE) 300 mg I/ml 3-9m
350 mg I/ml 2-8 m
Muenorpadgus B ela 10 2 roauHy 300 mg I/ml 1-3.5 ml
NEAHATPHATA Jeua ot 2 10 6 roMHH 300 mg I/ml ' 2,3-3 mi
Jleua Han 6 roaMHH 300 mg 1/ml 3,5-7.2 ml

C uesn MUHHMAaNTU3HPpaHe Ha PUCKA OT HeXeJIaHW IEKapCTBeHU peakLMy He TpsSOBa na ce HaaxBbpJig odLla 1034
or 3 g ion. |

[ IpunoXKEeHNE B TEJECHUTE KYXHHH

[TokazaHnue ' | Konuentpaums O6eM
Aprporpadpus 300 mg I/ml 5-15 mi
350 mg I/ml 3-10 ml
ERP/ERCP {300 mg Iml [ 1540 m!
XepHHorpagdus 300 mg I/ml 1540 mi*
XHCTepo-cannuurorpadpus | 300 mg I/ml 12-40 mi
350 mg I/ml 10-21 ml
Cuanorpadpns 300 mg I/ml 0,5-2 ml .
350 mg [/ml 0,5-2 ml |
HicaeqBanHs HA CTOMAMHO-YPEBHHNA TPAKT 300 mg I/ml 12-20 mp/” W&

350 mg Viml 1020 ff ¥/ g

" * O0eMbBT 3aBHCH OT rONIEMBHATA HA XEPHHATA.



CneunaiHy nonyaayuuy nalneHTy:

Hayuenmu ¢ 6v6pevro yepesicoane

[Tpn nawienTu ¢ 6LOPEUHO YBpEKIaHE NPUIIOKEHHETO Ha KOHTPACTHH BEILLECTBA, ChbALPXKAILH oA, TpabBa 1a
ce MpeLM3upa ¢ orje] Ha NOBHILEKHAA PHCK OT Bb3HHKBaHe Ha He(ponaTua Uid Hapyluenus Ha Ob0pedHara

¢ yHKLHS 00 ocTpa ObOpeuHa HeAOCTATEYHOCT. JONBLAHUTENHM PUCKOBH GakTOpH 3a Bb3HHKBAHE Ha ObOpeuHH
YCNOXKHEHHA ca aHaMHe3a 32 OB0peuHn yBpeXIaHUR, NPH Npuiarade Ha AoA-CbAbPKAIK KOHTPACTHH
BEIIECTRA, aHaMHe3a 3a Ou0peuHo 3abonaBane, Bb3pacT HaX 60 roaAWHK, AeXHapaTaums, HarmpeaHana
aTEPOCKIIep03a, AEKOMMEHCHPAaHa ChPACYHA HEAOCTATBUHOCT, NPUNOKEHHE HA BUCOKU NO3H KOHTPACTHH
BEILECTRA, NPAKO NPUIOKEHHE Ha KOHTpacTHaTa MaTepus B Ob0peunara aprepus, JOMbNIHUTENHU
HePOTOKCHYHH (AKTOPH, TEKKA XPOHHYHA XUNEPTOHUSA, XMNEPYPUKEMUS, Napa- U JUCTIpOTeHHEMHUS. [1pH
HaJIHYKE HA eIUH UITH HAKOJIKO OT N30pOEHUTE PHCKOBH (AaKTOPH, NPUNOKEHHETO Ha HOA-ChABPKALIN
KOHTPAacTHH BEUIECTBA TPAOBa MAKCHMATHO Aa C€ NPELH3Upa U Ja ce NPUIaraT Bb3MOXHO Hal-HHCKHTE 103H
3a CbOTBETHATA NpoLeaypa.

Ilayuenmu ¢ yeprodpobHo yspexcoane

[Ipu naunenTH ¢ HEPHOAPOOHO YBpEXIaHe, NPUIIaraHEeTO Ha KOHTPACTHH BEILECTBA, ChAbPXKALIK HOA, BOAH A0
PUCK OT NPEXOAHO HapyillleHUe Ha uepHoapobHaTa pyHKLA. To3u puck € 0COOEHHO MOJIAM MPH MALUEHTH C
xoMOuHNpano 6p0peyHo U YepHOAPOOHO YBPEXKAAHE, ThH KAaTO NPH TAX, ENHMHHHPAHETO HA KOHTPACTHOTO
BEILECTBO MOXe 1a 6ba¢ 3HauuTeNnHO 3abaBeHo. I1o Tasu npUyKHA, NpH TE3K NAaLHEHTH, IIPHIIaraHeTo Ha Hon-
ChABPKALIM KOHTPACTHH BELIECTBA TpAOBa Aa ce U3BBPIUBA C OCOOEHHO BHUMAHKE H Na Ce Npuarar
Bb3MOXHO Hali-HHCKHTE AO3M 3a CHLOTBETHATA MPOLEAYPA.

Heduampuuna nonyrayus

Cnen npunokeHHe Ha KOHTPACTHU BeLLeCTBa, ChbAbpXalluy Hol, NpU HeAOHOCEHH, HOBOPOAEHH U NPU ApYTH
Aella € A0KNAABaH NPeX0AeH XHNOTUPEOUAH3BM. 3aTOBA, Cliell NPHIIOKEHWUE NMPHU Aelia, Ce Npenopbr1Ba
NPOCNeaABAHE HA PYHKLIMATA HAa IUMTOBHAHATA KNe3a

Iayuenmu nao 635-200uwna av3pacm .
- Ilpy naumeHTUTE HaR 65-roauUIHA Bh3pacT MOXKe 1a € Hanuue 3a0aBsHe Ha eTMMUHUPAHETO HA KOHTPACTHOTO

BCLLIECTBO OT OpraHu3Ma. Topa TpﬂﬁBa Aa € UMa 11IpCiABHnll, KdTO NpHIAraHeTo Ha ﬁﬂﬂ'C'b.ﬂ'bp?I{Hl.LlH KOHTPACTHH
BCLUECTBA TpﬂﬁBﬂ Aa CC€ U3BbpliBa C NOBHILCHO BHUMAHHCE.

4.3 IIpoTuBOnOKa3IAHHSA

‘e CBPbXHYBCTBUTENHOCT KbM aKTUBHOTO BELECTBO WIH KbM HAKOE OT MOMOLLHHTE BELLECTBA, H30POEHH
B TOuka 6.1;

¢ KJIMHNYHO NpOABCHA THPCOTOKCHUKO34A,

4.4 CneunajHH BpPeaAYNPEKACHHA W NPEANA3HH MepKH NpM ynoTpeda

[lpeanazun mepxy npu ynorpeba Ha HeliOHHU KOHTPACTHH CPEeacTRa

Cepwxuyscmeumennocm _

[Ipeau ynoTpebara Ha KOHTPACTHU CPEACTBA, ChABPKAUIM oA, € HeoOX0ANMO CIIELIHANTHO BHUMaHME, 0CODEHO
NpH NalKMEHTH C AHAMHE3A 32 ANIeprug, actMa Wi NPOSBEeHH HeKENaH! PeaklUMM KbM KOHTPACTHH CPEACTRA,
ChbObPXKAINM HoA. BCAako npunokeHne Ha KOHTPACTHH cpeicTBa TpadBa aa ce npeailecTBa OT CHEMAHE Ha
noapo0Ha aHaMHe3a ¢ 0CO0EHO BHUMAHHME KbM €BEHTYATHA NPEANCIIO3ULINA KbM aNepruvdHyu peakumu. [1pu
HaJIM9HE Ha JAHHU 32 TaKaBa CE HANara MOBTOPHA NpelleHKa Ha CbOTHOLIEHHETO MON3a/PHCK OT NPHIAraHeTo
Ha KOHTPACTHH CPEACTBa, Chabpxainu Hoa. [1pH Te3u nauneHTH MOXe Aa ce OOMUCIH NpeMEeIuKalius ¢
KOPTHKOCTEPOHAH, KATO C€ HMAT NPEABUA BCHYKH MPOH3THYAILH OT TOBAa PUCKOBE U 3aBOANMPAHE HA
KJIMHUYHATa KapTHHa Ha HaYanHus anapuiakTHued miok. [1py naumeHTn crpajaiy OT acT™Ma, pMCKbT OT
OpoHXOCNIa3bM € NOBULICH.

[Mpu npunoOxeHne Ha KOHTPACTHH CPEACTBA, ChbAbPAKAILM WO, ChILIECTBYBA PHCK OT Bb o s HH,
MOHAKOIa KMBOTO-3aCTpallaBally aHaPUNAKTHUHW/ aHa(PHNAKTOMAHY peakUHH Wiy 309 Rk
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npunokeHne. CUMITOMM, KAaTO aHTHOEIEM, KOHIOHKTUBHUT, Kauliuua, Cbpbex, pHHUT, 0OpHBH NO KOXKaTa
MOXE Na Ca CUrHal 3a pa3BUTHE HA CEPUO3HA aHA(UIAKTHYHA peakuMd, H3MCKBalla He3a0aBHO neyeHue. Ilpy
OMAacHOCT OT HACTHIIBaHE Ha LIOKOBO ChCTOAHUE, MPHUIIOKEHHUETO HA XOHTpacTa TpsOBa HezaDaBHO Aa ce
NPEeKpaTH 1 ha ce 3afovHe ChOTBETHO nevernue. C ornen ocurypsiBaHe Ha a1eKBaTHO JIeueHHE Ha Te3H
CBCTOSHUA CE NPenopbyBa OCHIYpABAHE HAa NMOCTOSHEH BEHO3EH NBT U HANHYHE HA BCHUKH HEOOXO0AUMH
ycaoBuA (BKIHOUYUTENHO O0YUER NEePCOHa) 33 JIEUEHHE Ha XKHUBOTO-3aCTpallaBally
aHaMNaKTHYHH/aHAQUIAKTOUIHHN PEaKLIMH, NPeay 3aNouBaHe Ha NPUNOXKEHHe Ha KOHTPAcTHH CPEACTBa,

ChIbpXally HOI.

PeakuuuTe Ha CBPbXUYBCTBUTEIHOCT 3a1104YBaT ChC 3aTPYAHEHO AUlIIaHE, KOXKHUA OOpHBH, ChpOEKH MO TANROTO
M OTOK Ha JHueTo. OOMKHOBEHO TE€3M PEAKLIMH CE NOABABAT B pAMKHTE Ha | 4ac cliell NPUI0XKEHHETO Ha
KoHTpacTa. IlogBara Ha CHMITTOMH Ha CBPBXUYBCTBHTEIIHOCT B MO-KBCEH €Tan (Criell 4acoBE U JHH) € paaxa u
0OMKHOBEHO peaKlLIMUTE He Ca KUBOTO-3aCTpallABAlH M 3acdarar npeauMHo koxkara. [lopaay Tasy npuunHa,
ClIe MPWIOXKEHHE Ha KOHTPAaCTHH CPeICTBa, ChAbpKaly o, nauueHTsT Tpadea aa € 30 MMHYTH Nox
NoCTOAHHO HabmoneHuue y 1a ocrane B O0nNHKYHA 00CTAHOBKA NoHe 1 vac.

Koacynonamus

[Tpu aHrKHorpagus ¢ KOHTPACTHU CPEACTBA MMa pUCK OT TpoMboeMbonnuHN NHUUAEHTH, OCBEH KOHTPACTHUTE
BellleCTBa NPY KaTeTepu3alius ca HAIULE peaula GakTopy, Npeanonaraliy pa3sarue Ha TpoMboeMbomua. Toa
ca NPOABDKHTEITHOCTTA Ha H3CJIeABAHETO, Opoiil HHXKEKLIMY, BUAA Ha H3NON3BaHHA KaTETEP, eBEHTYaNHH
CBITHTCTBAIIM 3a00/19BaHKA Ha NALMEHTA, IPHEMAHHU JIEKAPCTBA M T.HAT. 32 HAMAJIABAHE HA PUCKa OT
TpoMOEMOONMUHHN HHLIKAEHTH € HEOOXOANMO TOUHO NPUIaraHe Ha aHruorpagckaTa METOANKa, C Bb3MOXHO
Hafi-Manka NpoabLIXUTENTHOCT Ha M3CTIC/IBAHETO W YECTO NPOMHBAHE HA KATETEPA C XeNapUHH3UPaH
c]mamnaruqerl pasTBOp.

XOMOYUCMUHYPUA |

HapylweHuero Ha meTabonn3Ma Ha aMHHOKCEIHHATA METHOHUH BOAM Aa CUITHO NOBHIIABAHE Ha
KOHLICHTPpALIMATA Ha XOMOUMCTEHH, U HEroBUTE META0OIUTH, B OTAEICHaTa ypyuHa. [lpunaranero Ha #Hoa-
ChABPXKALIM KOHTPACTHH BELLECTBA NPU TaKUBA NALMEHTH BOAU 10 BUCOK PHCK OT Bb3HHKBAHE Ha
TpoMBOEeMOONUUHHU YCTIOKHEHUA.

Xuopamayus

[lpeau v cnen npunaraHeTo Ha KOHTPACTHOTO BeUecTBO TPpadBa Aa ce OCUrypy aieKBaTHA xyapaTalis Ha
OpraHu3Ma, 0cobeHO Npy KbpMaveTa, Aela, NALUEHTH B CTapuecKa Bb3pacT WIH B TEXKKO 0010 ChbCTOAHHUE.
[TpuuriHeHaTa OT NPUNAraHeTo Ha AKYPETHLIM AEXUAPATALNS € PUCKOB QAKTOp 332 Bb3HUKBaHe Ha ObOpeuHH
YCIOKHEHNA, KOETOo TPAOBa Aa ce MMa npeaBya NPU NOArCTOBKATa HA MALKEHTA 3a W3cneaBaHe ¢ Hoa-
ChOBPKALIN KOHTPACTHY BELLECTBA. AJeKBaTHaTa XHApaTauus € ocobeHo BaXHa ¥ NPy MauneHTH, ¢ A1C- M
napanpoTeHHEMUH, Hanp. NPH MYJTUIIIEH MUENOM, 3axapeH auabeT, 6b0pevHa IMChYHKUNA, XHIEPYPHKEMUS
u ap. [Ipy puckoBUTE nanpeHTH € HeOBXO0AUM NOCTOAHEH KOHTPO Ha BOAHHUA U €NKTPOJINTHHUS OanaHc, KaTo
ce 00bpHE BHHMAHHUE HA OBNAOABAHETO HA XHNOKAILIMEMHUATA.

CopoeuHo-cvoo8u peaxyuu
[Tpu npunaraHe Ha KOHTPaCcTHY CPEACTRA, ChAbPXKALIK KO, NPH NAUMEHTH € TEXKO ChpAeuHO 3abonsBane,
HapylleH#sa B XeMOAHHaMHKaTa U OenoapofHa XUnepToHua ¢ HeoOX0AUMO NOBHILIEHO BHHMaHKe, Thil KaTo Te
MOe J1a pa3sBUAT/3aabA00YaT XEMOAHHAMHYHO HapylueHue ¥ apuMHA. ToBa ce oTHacs 0COoBeHO Mpw
MHTPAKOPOHAPHO NPHIOXKEHHE H NMPHNOXKEHHE B 19Ba WIK JSCHA KaMmepa.

PHCKLT OT ChbPACYHY PEaKLMH € Hali-rosM NpH MALKMEHTH CbC ChPACYHA HEAOCTATHbYHOCT, KOpoHapHa Gonecr,
HecTaOUTHA CTEHOKApAUd, KnanHy 3abonspanus, npekapald HHPapKT Ha MUOKapaa, KopoHapeH Oalinac u
BenoapofHa XHNEPTOHKA.

[Ipy nalMeHTH CbC ChPACYHU 3a00/IABAHNA U B CTAPYECKA BB3PACT PEAKLIMHTE ¢ HCXEMHUYHH [TPOMEHH B
eJICKTpOKapaAMorpaMara Wiy Nosea Ha apUTMKH €a [O-4ECTH. |

[Ipy nauMeHTH ChC CHPACYHO-CHAORA HEAOCTATBYHOCT, UHTPABACKYJIAPHOTO MTPHUIIOXKEHNE Ha KOHTPACTHH
BellleCTBa MOXKE 1a ROBeAe 4O NoABa Ha 0enoapobeH oTok.

Hapywenua na LJHC
[laumeHTHTE ¢ OCTpa UepebpanHna NaToNIOrUs KU ENMUIENncHs ca npenpaanommeﬂue Kb
[TanmeHTHTE CBHC 3aBUCUMOCTH (AJIKOXOJ1, JIEKAPCTBA, OITHATH) HMAT TMOBKILEH PHCK
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HEBPOJIOTHYHH peakliy. [Ipenopbysa ce NOBUILEHO BHUMaHUE NPU BBTPECHAOBO MPHIIOKECHHE NMPU NALUECHTY
C OCTpa MO3bYHA HCXEMHS MM OCTBP MOIbUEH KPbBOU3NHB, 3a60/19BaHNS, HapylUaBallH KPbBHO-MO3bYHATA
fapuepa, MO3L4€H OTOK, OCTPa AEMHENMHHU3ALIMA, HanpeIHAIa MO3bUHa atepockiiepo3a. Moxe na ce
KabJo1aBa MPHUYHHEHA OT KOHTPACTHOTO BELLECTBO aKUenepaluys Ha HEBPOJOrHYHUTE CHMITTOMH, IPH
MO3bYHH METACTA3H, IErCHEPATHRHH U Bb3NAIMTENHM NpolecH. [TalMeHTH ¢ MO3bYHH CBIOBH 3a00N9BaHN4,
npeKapaH HHCYJT WM YECTH NPEeXOAHH HapylleHWs Ha MO3bUYHATa LMPKYIaLUMs UMAT NOBMLLEH PUCK OT
pa3BHTHE Ha HEBPOJIOTHYHM YCIIOXKHEHHE NTPH HHTPAAPTEPHATHO NPUNIOXKEHUE Ha KOHTPACTHO BellecTBo. I1pu
HAKOW MAUKMEHTH cnel Muenorpadusa ce Habmoapa BpeMEHHO HAMANIeHHE Ha CITyXa, WM AOPH MTyXO0Ta, KOeTo
ce 00ACHARA C NMOHMXEHOTO HANAraHE Ha JJMKBOPA, NPHYHHEHO OT NyMOANTHOTO MYHKTHPAHE.

bvbpeunu peaxyuu

[NpunaraneTo Ha HOOHHU KOHTPACTHH CPEACTBA MOXE Na INPHYHHYN HedponaTua, HapylreHue Ha ObOpeyHarTa
hyHKUMS WM ocTpa 6BO6peYHa HEROCTATBYHOCT. 3a NPEXOTBPATABAHE HA TE3H YCIIOKHEHHS € HeOBXOMUMO
CIELMATHO BHUMAHKE NpH nalMeHTH ¢ 0u0peuHo yepexaane u/uny 3axapeH auader. IpexonHa 6bbpeyna
HeAOCTATHLUHOCT MPH NPUIOKEHHE HA KOHTPACTHU CPEACTBa, ChALPKALUM HoR, aHaMHe3a 3a 6b0peuHo
safonaBaHe, BB3pacT HaA 60 roauHU, ASXHApaTaLMs, HallpeaHana aTepocKiepo3a, AeKOMMEHCHpaHa CbpacyuHa
HeAOCTATBbYHOCT, MPUNOKEHHE HA BUCOKH 103U KORTPACTHH CPEACTBa, NPAKO NPUNOKEHUE HA KOHTpAcTHATA
maTepHs B ObOpeuHara aprepvs, JOTBIHUTENTHA HEPPOTOKCHHHHU PAKTOPH, TEKKA XPOHUUHA XUNEPTOHHUS,
XHIIepYPUKEMHS, Nlapa- W AHCTIPOTEMHEMHA ca npeapasnonaraniy GakTopH 3a HacrbiiBaHe Ha ObOpedHH
YCNOXKHEHMA TIPU NPHNAraHeTO Ha KOHTPACTHH CPEACTBa, ChIAbpPIKallM Hon.

[TpeBaHTHBHUTE MepKH 3a U30AreaHe Ha OLOpPEUHY yBpEKAaHHSA, BKITIOYBAT:

¢ OnpeaessHe Ha NAUMEHTHTE C BUCOK PHCK,

e QcurypsapaHe Ha aleKBaTHA XuapaTauus (axo e HeoOXoAUMO vpe3 NOAAbLPXKALA HHTPABEHO3HA
HMHY3UA PEeaH 3aM04YBaHE HA NPOUCAYPATA 40 FLAHOTO ENMUMURNpade Ha KOHTpacTHaTa MaTepms Ot
OpranuiMa);

e H30sreaHe Ha Hetl)pomlccmmu NEKAPCTBEHM CPEACTBA, NEPOPAIHH X0Je-UMCTOrpadHyHu CpeacTsa,
apTEpHANHO KIaMITUpase, aHrHOTLIACTHKA Ha GhOpeuHara apTepus MM ronsMa XUpypraysa
HHTEPBEHUMS 10 MBJIHO €AUNMHHUPaHe Ha KOHTpACcTHaTa MaTeEPUA OT OpraHH3Ma,

e [lIpunoxeHHe Ha Bb3MOXKHO Hal-HUCKATa 1033 KOHTPACT,

¢ [Inanupane Ha eBeTyanHO MNOBTOPHO U3CHEABAHE ¢ KOHTPACT CNEN MHJIHOTO Bb3CTAHOBABAHE HA
ObOpeyHaTa pyHkUUA.

Ha nauneHTHTE Ha XeMOAHANN3a MOXKE Aa Ce NpUlaraT KOHTPACTHU CPERCTBA. He € HeoOXoauMo
croOpa3sBaHe Ha NPIIOKEHHETO HA KOHTPACTHH CPEACTBA ¢ XEMOAMAIN3HHTE NPOLICAYPH.

TTayuenmu c ouabem, npuesmaniu Memeopmin
Ipu npunoxeHne Ha KOHTPACTHH CPEACTBA, ChAbpXKalM HoA, NpH NauneHTH ¢ Auaber, nekyBaHy ¢
MeThOPMHH, ChLIECTBYBa PUCK OT Pa3BHTHE Ha JAKTATHA aUMa03a, 0CO0EHO NPU ChNBTCTRALLO YBpEKIAaHE Ha
6bOpeyHara dyHxuud. 3a H30ArBaHe HA TOBA TEKKO YC/IOKHEHHE, NpeAd BETPECHANBO NPUNIOKEHUE HA
KOHTPACTHH CpeaCTBa, ChABPXKALUM HOA, € HeOOXOAUM KOHTPOJ Ha HUBOTO Ha CEPYMHUA KPEaTURMH H
npeAnpUeMaHe Ha CIICAHUTE NPeana3Hu MepKH:

¢ Hopmanex cepyMmeH kpeatiHuH noa 130 pmol/l (Hopmanna 61n0peuna ¢pyukuua): [IpremMbT Ha
MeT(GOopMUH TpaOBa Aa ce NpeyCcTaHOBY MPESAH NPHIIAraHe Ha KOHTPaCTHOTO CPEACTBO M Ja ce
Bb3CTAHOBH Haii-Manko cnen 48 yaca cnen MbJIHOTO Bb3CTaHOBABaHe Ha ObOpeunara pyHKUMA U
HOPMAJTHO HUBOTO Ha CEPYMHHA KPCATHHHH;

o [loBuiueH cepyMeH kpeaTHHHH Haz 130 umol/l (Hapyiuena 6n6peuna GyHKIMA): NPHEMBT Ha
mMeT(OPMHUH Aa ObIe CIIPAH H M3CEABAHETO C KOHTPACT Aa ce npoBene Hali-Manko 48 yaca cnej ToBa.
[TpreMBT Ha MeTHOPMHH MOXKE 1a ce Bb3CTAHOBH Hall-Mainko cinej 48 yaca npy CUrypHM JaHHH, Ue
6bOpeuHaTa QyHKUMA HE € yBpeAeHa JOMbIHUTENHO (C&p}’MHHﬂT KPEATHHHH HE € NOBUIICH B
CP2BHEHHE ¢ U3XOAHHUTE CTOMHOCTH);

e HeoOxoaMMOCT OT CrielliHa AMarHOCTHYHa MPOLEAYpa C NPUIMKEHUE HAa KOHTPacTHO cpeacTao. [lpu
CMIELIHH CITy4aH, KOraTo HE MOXe A€ CE€ YCTAHOBH ChCTOSHHETO Ha ObOpeyHaTa QyHKIBISF
00CBIM CHOTHOWEHHETO MOJ3a/PUCK U NPH NIPEANTPHEMAHE Ha M3C/IeABAHE Aa ce i
MPEeBAHTHBHHA MEPKU: IPHEMBT HAa METHOPMHUH Ja Ce NPEKPaTH, Ja C€ OCUIYpHU &
[0 BPEME Ha M3CNIENBAHETO U 10 24 yaca Ciej] TOBA U 1a €& KOHTPOIHPa ObOpEfik:
(M3cnenBaHe HUBOTO Ha CEPYMHUA KPEATHHUH ), KAKTO M HUBATa HA MNICYHAT?
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pH Ha kpbBTa Hax 7,25 W/WNK HKBa Ha MJIeYHA KUCEeNMUHA Hal 5 mmol/l ca nokazarenHu 3a HallH4Ke Ha
NaKTaTHa alKno3a). KNHHMYHATa KapTHHA Ha NaKTaTHATa auuao03a BKIKYBa rafieHe, NOBPLILIAHE,
CHLHIHBOCT, KOpEMHa 00NKa, )KaXAa, JIUICA Ha afeTHT, ANapHa, XUIepBEeHTUNALINS M fleTaprus.

HeproopobHu peaxyuu

[Tpy npunokeHune Ha KOHTPACTHHU CPEACTBA, ChAbPXKAILM HoA, ChIECTBYBA PHCK OT NPEXOJHO HapylleHHne Ha
yepHoApoOHaTa pyHkuus. To3M prucK € 0COOEHO ronaM npy nauueHTH ¢ KoOMOnHHUpaHo ObOpeyHOo U
4EPHOAPOOHO YBpeXIaHe, ThH KAaTO MPH TAX, ENHMUHHPAHETO HA KOHTPACTHOTO CPEACTBO MOXKE A €
3HauKTeNnHO 3abaseHo. 10 Tasu mpyuKHA, TIPH TE3H NAUMEHTH € HeoOXoauMo 0C00EHO BHUMAHME.

Muacmenun epasuc
[TpunoxeHUeTo Ha KOHTPACTHH CPEACTBA, ChAbPXKAILHM HOA, MOXE [1a BNOIIH CHMIITOMMTE HA MUACTEHUS
rpaBuc.

Deoxpomoyumom
3a u3bArBaHEe Ha xunepmﬂwma KpWu3a MpH NMaLMEHTH ¢ c])euxpououmom npeau HHTepBeHuHoHaJIHH
npoueaypu TpsOBa ja ce npuiarat o-0JIoKepH.

Hapywenua na gynxyuume Ha wiumosuoHama »cie3a

KOHTpacTHUTE CpeAcTBa, ChbAbPXKallK Hol, NOBMHABAT PYHKIIHMTE Ha IWUTOBHAHATA *Kie3a. Moxe na ce
CTHUFHE A0 NPOSBH HA XUNEPTHPEOUANIBM, H I0PH N0 THPEOTOKCHUYHA KPH3a NPY NALUKEHTH ¢ NPEAUCIIOINLIUA.
ColuecTBYBa PUCK 33 NAUMEHTH C HAJTMYHA HO HEAUATHOCTULIMPAHA THPEOTOKCHKO3a. [1peay npuioxkenne Ha
KOHTPACTHH CPeACTBa, ChbABPKALLIM KO, MPH NALHEHTH CbC CbMHEHHS 32 NATEHTEH XMUNEPTHPEOUINIBM
(Hamp. HOAYapHA Tyilia) W NALMEHTH ¢ aBTOHOMHA QYHKLMA Ha MIMTOBHAHATA *Ne3a (Hanp. NMALUEHTH B
cTapuecka Bb3pacT o1 paHoHHU ¢ HoleH nepuumT) e HeoOXoAnMa OLIeHKA HA CHCTOAHKETO B PYHKLMSTA Ha
HIMTOBHAHATA Xe3a. [Ipean NpuIoXEHHETO HA KOHTPACTHH CPEACTBRA, ChABPKALUM WO, TPpadBsa Na € CUTrypHo,
ue MALUMEHTHLT HAMA 1A CE HYXKAae OT CKaHMpaHe Ha WMTOBUAHATA XKMe3a, N3CNIeIBAHE HA TUPEOHAHATA
(YHKLMA WK NEHEHUE C paAMOaKTHBEH WO, Thil KaTo NPUICKEHUETO HM LIie KOMNPOMETHPA T€3H AeHHOCTH.
Chen NpUIOKEHHE HA KOHTPACTHU CPEACTBA, ChAbPXKALIHM HOJ, CHLIECTBYBA PUCK OT PA3BUTHE Ha
XUNIOMApaTUPEONAUIBM.

Honvanumennu puckosu paxmopu

[Ipy nauMeHTH, XOMO3NIOTHH MO MeHa Ha CbPIIOBUAHO-KJIETbYHA aHEMHMs, IPHIICKEHHETO Ha I{OHTpElCTHH
CPEACTRA, ChAbPKALLX HOI, MOXE Ja NPOBOKHPA MOABA HA ChPNOBUAHO-K/IETHYHA AHEMUA.

[Ipn nauMeHTH ¢ aBTOMMYHHH 3a00NsABaHUA Clel NPUNOKEHHUE HA KOHTPACTHH CPEACTBA, ChAbPXKaillH Hoj, ca
AOKNAABaHU CyvaMn Ha TEXKH BaCKYJUTH U CHHAPOMH, NOAOOHM Ha CHHApOMa Ha Stevens-Johnson.

Ilpu eBeHTYyanHa excrpaba3alivg Ha KOHTPacTHaTa MaTepHa, HACTbMBA OTOK, NoKaTHA HONKa W epUTEMA, KOUTO
¢a NMpexoAHH U oTMHHaBAT 6e3 nocnencTeus. Karo pyTHHHA MApKa Ce NPENnopbUYBa CTYAEH KOMIIPEC Ha
32CETHATOTO MACTO.

Cnen muenorpadus ce npenopbusa NOKOH ¢ NOBAMIHATA iaBa U IPhAEH KOLI 33 OKOJIO | 4ac cnea KOeTo aa ce
MPUCTBIM KbM BHUMATENHO pa3aBHKBaHe, Oe3 HaBe)xaaHe Haaony. [launeHrure, NpoBeny U3CIeaBaHeTo
amMOynaTopHO, He TpsabBa na ObaaT OCTaBAHK CaMM NOHe 24 yaca Cnea HEro.

ITeduampuura nonyaayus
Cnen npuioxeHHe Ha KOHTPACTHH CPEACTBA, ChAbPXKALY HOA, MPH HEJOHOCEHH, HOBOPOJEHH H NPU APYTH
Aeua € JOKIaBaH MPEeXOaeH XHIIOTHPEOMAUIBM. 3aTOBa ClIe]| TIPHIIOKEHHE NPH JIeLia C& NpenopbyBa
npocieasasaHe Ha QyHKUMATA Ha LUTOBKM/IHATA XKJie3a.

[1py npunarase Ha KOHTPACTHU CPEACTRA, CHABPXKALIM HOJ, Ha OpeMEHHU XKEHMN, Ce NPenopbYBa H3CTEABaAHE
Ha (PyHKIUATA HA LIMTOBKHIHATA XNie3a HA HOBOPOAEHOTO Npe3 MbPBATa CEAMHLA CNEA PaXIAHETO H TOBTOPHO
W3CnAeABaHe Mexay 2 U 6 ceamuua. Tosa € 0cOBEHO HATOXKHUTENHO NPY HEAOHOCEHH WM HOBOPOAEHH ¢ HHCKO
TErNO.

Heo0xonMMOCTTa OT aIeKBaTHA XUpaTalusa € 0COOCHO HAIOKHUTENHA NPEAM M ClIE NPUNOKEHUETO Ha
KOHTPACTHH CPEACTBA, ChIbpKAILM HON, PU KbPMAYETa K MATKH Jelia. KbpMaueTaTa, H oCQDgHe
HOBOPOIEHHTE, Ca NpeApa3noiokKEHH BOAHO-CNEKTPONNTEH AMcOananC 1 xemn,uunam oy
[IpuempT Ha HEPPOTOKCHUHH NekapcTBa TpadBa aa Obae npeycraHosed. [1pu npuioy
TpsbBa 4a ce Uma npeaBu 3abaBeHaTa rIoMepyiHa GUITTpAaKs NPH Ta3u Bb3pacTORY |
3a0aBsiHE Ha ETHMHUHHPAHETO HA KOHTPACTHOTO BEIIECTBO.
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Komnak 350 mg I/ml chabpxka no-Manko ot 1| mmol/ml (23 mg/ml) HaTpul, T.€. NPAKTHYECKH HE ChABPXA
HaTpuii. |

4.5 B3auMoaelicTBHE C APYTH JIeKAPCTBERH NPOAYKTH H ApYrH ¢popmMu HA B3aumonelcTeue

CHBMECTHOTO NPHJIOKEHHE HA KOHTPACTHH CPEACTBA, ChAbpKatiy o, ¢ MeTQOPMHH NpU AHabEeTHIIH MOXKeE
1a foBeae A0 NpeXo/HO HapylueHde Ha Ob0peyHaTa QyHKIMA U fja yCKOPH N0gBaTa Ha SIAKTATHA auyao03a (Bix.
Touka 4.4 CrieluManHy nNpeaynpeXkiacHHs U peanasHi MepkH npy ynotpeba).

Humupneaxun-2 u unmepgeponu

[NanueHTHTE, IEKYBAHH ¢ HRTHPJIEBKHH-2 H AHTEPPEPOHH NTO-MAJIKO 0T 2 CeAMULM, TIPEAH NIPASIOKEHUETO Ha'
HOXEKCOJ, Ca B MOBHILIEH PUCK OT Pa3BUTHETO Ha 3a0aBeH THMN ANEPrUuHH peakUuuH (eperema, rpunonoaodbHu
CHUMITTOMH WK KOXHH PEAKLMH).

Heaponenmuyu u mpuyukiauinu aGumuoenpecanmu
EnHOBpeEMEHHOTO NPHNIOKEHHUE ¢ HAKOU (PEHOTHAZUHOBH HEBPONENTHLH U TPHLIMKNHYHY AHTHASNPECAHTH
MOHM’KaBa Mpara 3a NosABa Ha MbPY0BE, KOSTO NMOBMINABA PHCKA OT Bb3HMKBAHE Ha NMOAOOHH HEXeaHH

peakuuu.

B-6rokepu

JleyeHuero ¢ -Onokepn MOXe 1a NOHMXKH [Ipara Ha NoesABaTa HA PEaKLIUU Ha CBPBLXUYBCTBHTEAHOCT, KOETO
Hanara MpUIaraHeTo Ha Mo-BUCOKH NO3K B-arOHMCTH NPH JIEHEHUETO HA peaKLiMMTe Ha CBPbX1YBCTBHTEIIHOCT.
B-Onokepure, BA30aKTUBHUTE BELIECTBA, HHXHOUTOPUTE HA aHI'HOTEH3HH-KOHBEPTHPAUIMS €H3HM H
AHTATOHUCTUTE Ha AHTMOTEH3WHOBUTE PELENITOPH MOXE J1a NOHHXKAT ePUKACHOCTTA Ha ChPASUHO-CHAOBUTE
KOMINEHCATOPHH MEXaHU3MH NTPY NPOMENH Ha KPBBHOTO HajsAraHe.

Arnmuxucmamury |
AHTHXUCTAMWHHUTE MOHKWKABAT Mpara 3a NosgBa Ha rLPUYOBE, KOETO TpAOBa [a ce UMa NpeaBUI NPH
NPHNOKEHHE HA HOA-ChIbPKAILHM KOHTPACTHH BELIECTBA, OCOOCHHO NMPHU WHTPATEKANHO NPUIOKEHHE,

Bcuuxn HoaHyu KOHTPACTHH CPEACTBA MOIaT Ja BbL3ACHCTBAT BbPXY TECTOBETE 33 ONIPEACNSHE HA THPEOUAHATA
tdryukuma. [lopaaun Tosa, Hoa-CBbP3BAIMAT KaNaLUTET Ha Ha WHTOBUIHATA XKe3a MOXe Na. Obae HaManeH 3a
NEepPUOL OT HAKOJIKO CEAMMLIM.

Bucokara KOHUEHTPaUKA HA KOHTPACTHH CPEACTBA, ChAbPKALLH H0a, B CEpyMa M YPUHATA MOXKE 14 NOBJIUAAT
penuua nabopaTopHu TectoBe (0COOEHO 3a onpenensHe Ha TUPEOUAHATa PYHKUMA), NOpadH KOETO HE ce
NpenopbuLUBa NPOBEKAAHE Ha Ja00PATOPHU TECTOBE B NIEHA HA NPUIOKECHHE HA KOHTPACTHH CPEACTRA.

4.6 COepTHauTeT, OPpeMEeHHOCT H KbpPpMEHe

bpeMeHHoCT

be3zonacHOCTTA Ha MoXeKcon no BpeMe Ha OpEMEHHOCT NPH Xopa He € MpoyyBaHa. ExcnepuMeHTanHu
Mpoy4BaHus NMPH KUBOTHH HE Ca NMOKa3anu NPEKH UK HENPEKU BpeAHU ePEKTH BbpXY penponyKLHATA,
pa3BUTHETO Ha eMOpHOHA K N104a, OPeMEHHOCTTA, NMEPH- U NOCTHATATHOTO pa3BUTHE.

[To npuHLKN, O BpeMe Ha OPEMEHHOCT peHTTEHOBH HacneaBaHuA TpsiGea aa ce w3darsar. I1pu HasHauaBaHe Ha
PEHTTEHOBH NpoNeaypH (C WK Oe3 MPUIoKEHHE Ha KOHTPAcCT), TpAOBa Ja Ce NPELEHH BHUMATEITHO
CbOTHOLIEHHETO NoMn3a/puck. [Ipx npelieHKaTa OCBEH PUCKOBETE OT PEHTTEHOBOTO o0MbuBaHe TpadBa aa ce
B3EME NPEABUA M BHCOKATA YyBCTBUTEIHOCT Ha MIMTOBHAHATA XKJI€3a Ha IU104a KbM Hoaa, chabpKaill Ce B
KOHTPACTHUTE CPEeNCTBA. |

[Tpy npunaraHe Ha KOHTPACTHH CPEACTBA, CHABPKAILK KON, HA GPEMEHHH XKEHH, C& NPETNIOPHYBA U3CICABAHE

Ha QYHKUMATA Ha LIUTOBHAHATA %Jie3a HA HOBOPOJAEHOTO Npe3 MbpBaTa CEAMHLA CIE, PPETARCTQH OBTOPHO
n3cneaBane Mexay 2 M 6 ceamuna. Topa e 0COOEHO HANOXHTENHO IIPU HEAOHOCEHMHA. 3034
Terno (BX. Touka 4.4 Cneunaniu npeaynpexieHis ¥ NpeanasHi MEPKH MpH yig .4!5

OOy TANHA ).




KbpmMmene: |
KonTpacTHUTE CpeactBa ce OTAENAT B NIPEHEOPEKHMO MATKA CTEINEH B YOBEWIKOTO MISKO, KATO MHHUMANTHY
KonnyecTsa ce abcopbHpaT B XpaHOCMHJIATENIHHA TPAKT Ha kbpMaueTo. [Topaay ToBa, MPUNOKEHHE Ha
KOHTPacTHU CPeCTBa, ChAbPXKAILM A0, HA KbpMaUuKaTa He ca NPHYHHA 3a NPeKpaTiABaHe Ha KbPMEHETO,

4.7 Edextn BBpXY cnocobnocTra 3a mopupane H pabora ¢ MaIHHH

He ca n3BecTHH nipekn epekTy Ha KOHTPACTHUTE CPEACTRA, ChAbPKAIlK Hoa, BuPXY cnocobHocTTa 32
wodupane Wy padora ¢ MalliMHH. BBApeKky TOBA, NMOpPaju pHCKa OT KbCHY PEaKLMK, HE CE NPENOPbYBa
iodupare unu pabora ¢ MaluKMHY | Yac cnen BeHO3HO NMpuokeHne U 24 yaca cnel UHTPATEKANHO
NPUIIOKEHHUE HA KOHTPACTHH CPERCTBA, ChabpiKalIY fon. Cnea npoeexnane Ha Muenorpadus cnocofHoCTTa 3a
imrodupane wiy padora ¢ MaluMHK TpAOBa 1A ce npeleHH HHIWBUAYaTHO.

4.8 HexeaHH JeKapCTBEHH PEAKUHH

[1py NpUnoXeHHe Ha KOHTPACTHHU CPEACTBA, ChAbPXKALLH HOJ, ChIIECTBYBA PUCK OT Bb3HUKBAHE HA CEPHO3HH,
MOHAKOI'A KHBOTO-3aCTpallaBally aHahUNaAKTUYHH/aHaPUNAKTOUHH PEAKLIMM HIIH JApYTH NOABU Ha
CBPbXUYYBCTBUTEITHOCT, KATO T MOXE J1a HACTBLIIAT HE3aBUCHMO OT [IPHIOKEHOTO KONHYECTBO H HAYWHA Ha
npuioxeHne. CUMITOMH, KaTO aHruoeaeM, KOHIOHKTHBHT, Kaulidua, cspbex, puHMT, 00PUBH N0 KoXaTa
MOJKE Jla ca CHIHam 3a pa3sBUTHE Ha cepro3Ha aHagulakTHuYHA peaklund, U3ucKpatla He3abasHO neverue. [1pu
OMNACHOCT OT HACTbINIBAHE HA LLIOKOBO CHCTOAHUE, IPHUNOXKEHUETO Ha KOHTpacTa TpabBa He3a0aBHO Aa Ce
[IpexpaTH U Ja Ce 3aM04YHEe CbOTBETHO JIeHEHUE.

TabanyeH CNUCHK Ha HEXETAHUTE JICKAPDCTBCHH PEAKIIHH

Hexxenanute nekapcTeeHH peaxuud Ha Konak ca u3bpoeHn no cucteMo-opraven knac no MedDRA u
[MPeANOYUTaH TEPMUH, B paMKHTE Ha BCEKH CHCTEMO-OPTaHEH KNac HEXENAHUTE JICKAPCTBEHU PEAKLIMH Ca
H30pPOEHH B KaTeropuu no 4yectota: MHOro yecty (21/10), yectu (21/100 no <1/10); newectu (21/1 000 no
<1/100); peaxn (=1/10 000 no <1/1 000); muoro peaku (<1/10 000); ¢ Heu3BecTHa YecTOTa (OT HATMUHUTE
JAHHH HE MOKe 1a Objle HanpaBeHa OUCHKA Ha YeCTOTaTa).

O6uH HeKeNAHN peaklii — (BRIHIHH 38 BCHUKH H0AHY KOHTPACTHH CPeACTBA)

Hapywenus na umyrnama cucmema

Peaky: CBpbXYYBCTBUTENHOCT (BKNKOYUTEIHO AUCNHESA, OOPUB, EpHTEMA, YPTHKAPHSA, CbpOex, KOXKHa
peaKUHs, KOHIOHKTHBHT, Kall1MLa, PHHUT, KHXaHe, BACKYJIMT, AHFHOHEBPOTHYEH OTOK, OTOK Ha NapMHKCa,
NapuHrocnasbM, 6pOHX0OCNa3bM 1 HekapaworeHeH GenoapobeH oTok). Te3u peakun MoraT na ce NOABAT UK
HENOCPEACTBEHO cllell HHKEKTHPAaHETO U 1a €2 HHAHKALMA 32 Hayallo Ha IOKOBO CheTOSHHE. KOXHNATE
PEAKLMH HA CPbXUYBCTBHTENHOCT MOKE 1a Bb3HMKHAT 110 HAKOJKO JHH CNEA HHKEKTHPAHETO,

C Hen3pecTHa uecToTa: AHaQUIaKTHYHA/aHahUNaKTHYHaA peakuus, aHapWIaKTHYEH LUOK.

Hapywenusi na nepenama cucmema
Peaku: ['naBobonue.

MHoro peaku: Jiucreysus (IpexoaeH MeTaneH BKyC).
C HeHs3BeCTHA YecTOTa: BazoBarajieH CHHKOI.

CoepOeuru Hapyuerus
Peaxuy: Bpaauxkapaus.

Cv0o6u Hapyuerus
MHOro peakH: XUnepToHus, XUMOTOHHS.

CmomautHo-upesry HapyueHus
Heuectu: ['aneHe.

Pedaku: [lospoluane. | |
Muoro penku: Jlnapus, kopemHa Oonka/aIHCKoOMQOpT.




C_Heu3pecTHa YecTora: Y BeTHUEHHE HA CIHOHUYEHUTE KNE3H.

Obwu HapywieHUR U eexmu Ha MACMOMO HA NPURONCEHUE

Yecti: UyBCTBO Ha TOTUIMHA.

Heuecty: Xunepxuapo3a, 4yBCTBO Ha CTYASHUHA, BA30-BarafiHy peakLuy.
Penky: [Iupekcus.

MHoro peaky: TpenepeHe (BTpHCaHE).

Hexenany peaku#H NPH BbTPEChAOBO MPHAOKEHHE (HHTPABEHO3IHO H HHTPAAPTEPHAJIHO)
(Mons, mepBo BiXxTe pasnen OOy HexxenaHy peakuuy — Mo-Jojy ¢a ONMCAaHH CaMO HeXKeNaHH NIeKapCTBEHH
peakL1H ¥ TAXHATA YeCTOTa NPH BbTPECHAOBO NPUIOKEHHE)

OcaeH H30poeHUTe NO-rope o0l HeXEMaHU PeakLuy, HabMOAaBaHN HE3ABUCUMO OT HaYWHA HA NPUNIOXKEHHUE,
NPy BbTPECHAOBO (HHTPABEHO3HO W HHTPaapTEpHaNHO) MPUIOKEHUE ce HabmoraeaT cneundUUHU 3a TO3M
Ha4yHH Ha MPUIOKEHHE HEXKENAHH PEaKLIMK, KaTo NIPH MHTPAPTEPHAIIHO NPUTIOKEHHUE TE Ca B 3aBHCUMOCT OT
MSICTOTO Ha HHKEKTHPAHE U J03aTA. - ‘

Hapywenua na kpvema u aumghmama cucniema
C Hen3BeCTHA YyecToTa: TpOMOOLINTONEHHA,

Hapywenus Ha enOOKpUHHAMA CUCMeEMa

C HeM3BECTHA YECcTOTa: TUPEOTOKCHKO3A, NMPEXOAEH XUTIOTUPEOKANIBM.
Heuxuurnu napyuenua

C HeussecTHA yectora: OObpKaHOCT, Bb30YAa, 0€3MOKORCTRO, TPEBOMKHOCT.

Hapvuenua na nepsnama cucmema

Penkuy: 3aMaaHOCT, napesu, napanusu, potododuna, CbHIHBOCT.

MHoro peaks: ['bpuoBe, HapylUeHHE HA Cb3HAHUETO, MO3IbYHO-CHAOB UHUIMACHT, CETHBHH HAPYLUEHHNA
(BIJTHOMMTENIHO XHNOECTEINA), NapecTe3us, TpeMop.

C Hen3secTHa yectorta; [TpexonHa MoropHa AMCHYHKLUA (BKIKOUYUTENHO HAPYILEHHUE Ha TroBopa, adazng,
AN3APTPHA )}, NPEXOAHA KOHTPacT-UHAYuUNpaHa eHuedanonaTua (BKIOUATENHO NpexoaHa 3aryba Ha naMerTa,
KOMa, CTYNOP, peTporpaaHa aMHe3us), AW30OPUEHTALIMA, MO3BUSH OTOK.

Hapywenusa na ouume
Peaku: YBpexaaHe Ha 3pEHHETO.
C Hewn3BecTHa YecToTa: Ipexoata KopTHKaiHa chenora.

Hapywenua na yxomo u rabupunma
C HeusBectHa yecToTa: [IpexoaHa 3aryba Ha cnyxa.

Copoeunu HapyuieHus

Penku: aputMust (BKNOYHUTEIHO Opaankapamns, TaXHKapaus).

MHoro penxy: Undapkr Ha myokapa.

C Heu3pecTHa YecTOTa: TE€KKU ChPACYHHU YBPEKAZHMS {BKIIIUHTENHO ChPACYEH apecT, KapaHo-pecninpaTopeH
apecT), CbpaeuHa HeAOCTATbYHOCT, CNa3ibM Ha KOPOHAPHUTE apTEePHH, LIMAHO34, MbiHa bonka.

Cv006u napyuienua

MHoro peaku: I'opely BbIHM.
C neussecrHa yecrota: Lok, aprepuaneq cnasem, TpoMbo¢nebut, BeHo3Ha Tpombo3a.

Pecnupamopru, 2pe0HU U MEOUACMUHATHNI HAPDYWEHUA

YecTu: [IpexonHd MpOMEHK Ha AUXaTeNIHATA YECTOTA, PECIMPATOPEH AHCTPEC.
Penkn: Kaiumua, pecnMpaTopeH apecT.

MHoro peaxu: Jlucrnes.

C Hen3BecTHA MecTOTa: TeXKH pecnMpaTOpHH CUMITTOMH M NTPH3HALM, 6e.110,up06&H '
JUCTPEC CUHAPOM, OPOHX0CNA3IBM, NAPUHIOCTIA3bM, aNHEs, acCKpaLys, aCTMaTHYEL




CmoMauiHo-4pesHU HapyuieHus

Penxu: Iuapus.
C HeuzBecTHA yecToTa: BrowaBane Ha HAMUEH XPOHHUYCH NTAHKPEATHT, OCTbP MMAHKPEATHT.

Hapywenua na xoocama u nookodxicrama muvKax

Penkn: Obpus, copdex, ypruKapus. |

C HeM3BECTHA YECTOTA: bynoleH nepMaTuT, CHHApOMa Ha Stevens-Johnson, epurema My rTH(OPME, TOKCHUHA
enyaepMallHa HEKPOJIH3a, OCThP FreHepalnu3npaH eK3aHTeMaTo3€eH MycTyJi03eH 00pHB, NPOBOKUPAH OT
NeKapCTBOTO OOpUB € €03MHOPUIHA M CUCTEMHY CHMITTOMH, 000CTpAHE Ha ChILECTBYBALLl [ICOPHA3NC, EPUTEMA,
MPOBOKHPAHA OT JIEKAPCTBOTO Py, KOXHa ekchonHanms.

Hapywenus Ha Myckyno-ckenemuama cucmema u cbeQuHUmeIHama moKaH
C HeM3BECTHA YeCTOTa: APTPIrysa, MyCKYJIHa cNabocCT, MyCKYJIHO-CKEJIETEH CIIa3bM.

Hapywienua va bvbpeyume u nuxouHume nvmuiya
Penkn: Yepexxnane Ha 6r0peunaTa GpyHKUHSA, BKIIOHHTENHO 0CTpa ObOpeuHa HEAOCTaTHYHOCT.

Obwiu HapywieHus u eghexmu Ha MACMOMO HA NPUROICERUE

Heuectn: bonka u auckomgopr.

Penku: AcTeHus (BKIIOYHTENIHO PU3HUecko HEPa3NoNoXeHue, yMopa).

C HeM3BeCTHA YeCcToTa: Peakuuy Ha MACTOTO Ha NPUIOKEHNE, Oonka B repda.

HapaHHQaHuﬂ, GmpaﬂﬂHuﬂ uymﬂJI'CHEHHﬂ, GbIHUKHATH 3P€3yﬂmﬂm Hd HﬂmepﬁeHlqu
C Heu3BecTHa yectora: Moannm.

HexentaHn peaklHH NPH HHTPATEKANHO NPHIOKEHNE
(Mons, nbpBo BUXTe pa3aet O01M HexenaHK peakluy — No-101Y ¢a OMUCAHK CaMO HEKENaHH JIeKapCTBEHH
peaKkLMM M TAXHATA YECTOTA PA UHTPATEKANHO NPHAOKEHHE)

HexXenaHuTe peaxtmu el HHTPATEKATHO NpUokKeHHe 0GHKHOBEHO ¢a OT 3a6aBEH THI M Ce NOABABAT OT
HAKOJIKO 4aca 40 HAKOJIKO JHH cleA IPUNOKEHHETO HA KOHTpacTHATa MaTtepHs. HacTbneakeTo Ha rnasobonue,
rafieH, NOBPLILAHE W 3aMasHOCT B [OJIAMA CTENEH C& AbJDKAT Ha MOHHXABAHE HA HATIATAHETO B

cy6apax HOMIATHOTO NPOCTPAHCTBO. 338 MHHUMAJIM3WpaHe Ha Te3U epeKTU ce NpenopbyBa N30ArBaHe Ha
U3THYaHETO Ha uepebpocniHanHa TeYHOCT.

Hcuxuunu Hapywenus
C HenspecTHa yecrora: OObpKaHOCT, Bh30YyAa.

Hapywenus na nepsnama cucmema
MHoro uectu: [ naBodoane (Moke A3 OBAEC TEKKO H NPOABLIEKKUTENHO).
HeuecTH: AcenTHYEeH MEHHHTHT (BKNIOYHTEIHO XUMHUYEH MEHHHTUT),

Penku: [ 'bpuoBe, 3aMaaHOCT. |
C Heu3pecTHa 4YecToTa: OTKIOHEHHUs B eHuedanorpamara, MEHWHIM3bM, ENWICNTHYEH CTATYC, peX0oaHa

KOHTpacT-HHAYUMpaHa eHuedanonaTus (BKIHOYHTETHO NpexoaHa 3aryba Ha naMerTa, KoMa, CTynop,
peTporpaaHa aMHe3us), MOTOpHa JUCOYHKLIMSA (BKMOYMTENHO HApYLIEHUE Ha roBopa, adasus, AH3apTpus),
napecTe3us, XHnoecTe3nsd U CETHBHH HApyiLIEHHA. |

Hapywenua na ouume
C veun3secTHa yecTora: [IpexonHa koprukanHa cnenora, gporogodus.

Hapywenua na yxomo u rabupunma
C HeuspecrHa yecrora: [IpexonHa 3aryfa Ha ciryxa.

CmoMauHo-ypesnu HapyuwieHus
Yectu: 'agene, noepoiuaHe.

H apyiiernun Hd MyCKyao-CKearemnama cucmema u CHEOUHUMETHAMA MUK AH
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Peaku: boska 1B Bpata, 60nka B rnpba.
C Heu3BecTHa YecToTa: MycKyneH cnasbM.

Obwu Hapyuienua u ehbexmu Ha MACMOMO HA NDUNOICEHUE

Penku: bonku B kpaltHunure.
C HeM3BeCTHa 4ecToTa: PeakMyd Ha MACTOTO HA MPHIOXKEHHE.

Hexenann peakuHy NpH NPUICKEHHE B TEJIECHHTE KYXHHH
(Mons, mspBo BrkTe paszaen OOLIH HEXENaHU PeaKkLMU — NO-10Y €A ONMHCAHH CaMO HEXENaHH JICKapCTBEHY
PeakL¥M ¥ TIXHATA YecToTa NpU NPUNOKEHUE B TEIECHUTE KyXHHH)

Exnockoncka peTporpantsa xonaHruo-naskpearorpagus (ERCP)

CmoMauHo-4peeHU HADYULeHUR
Yectu: [NankpeaTut, nOBULIEHHE HA aMMITA3ATa B KPbBTA.

{TepopaHO NPUIOXKEHHE

CmoMawiHo-4pesHu HapyleH st
Muoro yectH: Jnapus.

Yectu: I'anene, nospouluaHe.
Heuect: KopemHa Oonka.

Xucrepo-cannuurorpagus

CmoMauwro-4peenu HapVLeHus
MHuoro yectu: bonka 8 xunoractpuyma.

Aptporpagus

Hapywenua na Myckyno-cxenremuama cucmema u CbeOuHumeHama moKaH
C HeM3BECTHA YeCTOTa: ApPTPUT.

Obwu napywenus u epekmu Ha MACMOMO HA NPUROKCEHUE
MHoro yectu; bonxa.

XepHuorpahus

Ob11 HapPYWeHUR U eQexmt Ha MACMOMO KA NPUAONCCHUE
C Heu3BecTHa YecToTa: bonka cnea npoueaypara.

Onucadye Ha ONPEACICHW HCKCIaHW PCaKINK

Joxnaasany ca TPOMOO-eMOOIMUMHK YCIOXKHEHUA NPYH KOHTPACTHA AHrHorpadud Ha KOpOHApPHY, MO3bUHM,
O0bLOpeuHH 1 nepudepHy apTEepUH. [Tpeanonara ce, Ye KOHTPACTHOTO CPEACTBO AONPHHACH 33 TE3H YCIIOKHEHUN
(Bx. To4Ka 4.4).

[To BpeMe Ha WNH Clie]| KOPOHApHA aHrvorpadus ca N0KIa(BAHH CEPACUYHH YCIOKHEHUS, BKIIOUHTENHO OCTBD
MH(papKT Ha MHOKapaa. [alIMeHTHTe B CTapUECKa BLPACT ¢ TEHKO 3a0011BaHE HA KOPOHAPHHUTE ChAOBE,
HecTabWTHa CTeHOKapAYA H eBOKaMepHa JMCOYHKLIMA €a ¢ NO-BUCOK PHCK OT Pa3BUTHE HA TAKHUBA
yCOXKHEHHs (BX. Touka 4.4).

B MHOTrO pelky cnyqau KOHTPACTHUTE CPEACTRAE MOXE [1a NMpEeMHHAaT fnpe3 Kp’bBHO—MGB‘L‘!HaTa dapHepa U aa
NpeIU3BUKAT HEBPOJOrHUHH peakUHH (KOHBYJICHH, NPEXOIHU MOTOPHH ¥ CETUBHH HapYk ‘ HREORE
00bPKAHOCT, IpeXOiHa aMHE3uA U eHLedanonaTna) — BK. Touka 4.4, "—
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AnadunakTonaHaTa peakuMsa ¥ aHaQUIaKTUUHMS LWOK MOXKE 1a JOBERAT A0 TEXKA XUNOTOHUSR U CBbP3aHHTE C
Hesl XUNOKCHYHa eruedanonatys, 6pbpeuna v uepHoApoOHa HENOCTATHYHOCT (BX. TOUka 4.4).

[1py excTaBa3als Ha KOHTPACTHO BEILIECTBO MOXE Aa ce NOoABAT JloKanHa 0onka 1 OTOK, OCOWKHOBEHO
oTluyMsBauH 6e3 nocneacreud. JJoxknaasaHM ca clly4ad Ha Bbh3nalleHue, 10Kalda HeKpo3a H peakLi|s Ha
KOMIAPTMEHTA (BX. TOUKA 4.4).

[leauaTpHyHa Nomyanys
Crnen npunaraie Ha HOAHW KOHTPACTHH CPEACTBA NIPH HEAOHOCEHH A€1la, HOBOPOAEHH H ApYyry Jeua €

AOKNagBaH MpexoieH XunorupeonanssM. HemoHoceHuTe aetia ca oco0eHO UYBCTBUTETHH KbM e(EeKTHTE Ha
Hona. JloknaaeaH € nNpexoAeH XHIOTUPEOKRIUIBM NIPH HEAOHOCEHK NcHa, KbpPMEHHU OT MalKka, Ha KOATO €
npunarad #oxekcon (Bx. Touka 4.4).

[Ipenu ¥ cnen NpuAaraHeTo Ha KOHTPACTHU CPEACTBA NpH Aelia (0CODEHO NPH KbPMAveTo U MaJlky AEla) e
HeOOXOMMO OCHIypABAHE HA aJeKBATHA XHAPATallUs U TIPUEMBT Ha HE(PPOTOKCHYHH JlekapceTra Ja Obae
npeycTaHoBeH. [ToHmkeHaTa CKOPOCT Ha IIoMepyiHa GUITpauMs NpH KbpMaueTa MoXe 1a A0Bee A0
3a0aBeHa EKCKpPELUs Ha KOHTPACTHHUTE BELIECTRA.

CrofulaBaHe Ha MOAQ3NPAHH HEXENaHU PEeaKiiny
CrhobiiaBaHeTo Ha NOJO3UPaHH HEXENaHH PEaKLIMK Chell paspelnasaHe 3a ynotrpeba Ha eKapCTBeHUs NPOAYKT

e Ba)KHO. TOBa NMO3BOAARA Ja NPOILIDKY HAONIOASHHUETO HA CHOTHOLHIEHUETO MON3A/PUCK 33 NEKAPCTBEHUA
MpoAYKT. OT MEAMLIMHCKHTE CMIELMAIHCTH C& M3KUCKBA 1a ChODIIABAT BCAKA MOAO3MPAHA HEXeENaHa peakius 3a

TO3M NeKapCTBEH MPOAYKT vpes. M3mbiaHHTeNHa areHuna no nekapcreata (MAJL), yn. Hamau ['pyes Nﬂ 8, 1303,
rp. Codus, ren.: +359 2 8903 417, dakc: +359 2 8903 434 e-mail: bda@bda. bg

4.9 [lpepo3zupane

[penknMHKWYHUTE JaHHM NTOKA3BAT NOKA3BAaT BUCOKA MpaHKLa Ha 0e30NacHOCT NPH NPUNOKEHUE HA HOXEKCOo.
He ca ycraHoBeHM GUKCHpaHK rOpHHM HHBA Ha A03aTa fpH BLTPECHAOBO MPHIOKEHHUE.

CHUMITOMaTHYHOTO NPEAO3UPAHE € MAIKO BEPOSTHO MPH NAUMEHTH C HOpMAiHa ObOpeyHa dyHKLIMA, OCBEH
aKO MaUUEeHTET He ¢ noayuun noseye ot 2 000 mg I’kg TenecHo Terno 3a kparbk Nnepuoa ot Bpeme. [1py
U3MNOJN3BaHETO HA BUCOKM J03H,.3HaUeHHE 32 ObOpeuHaTa ToNepaHTHOCT HMa U MPOAbMKHTENRHOCTTA HA
npoueaypara (tiz2 ~ 2 h). [lpenosupanero € no-BepodaTHO aa ce HaboAaBa HpH KOMNEKCHH aHFHOrpadCcKu
NPOLEAYPH NPH Aena, ocodEeHO MPU NPUNAraHeTo Ha MHOXECTBO N03H.

B cnywaii Ha npeno3npaHe € HeoOX0ANMO CNEAEHE v CBOEBPEMEHHQ KOpHIMpaHe Ha €BEHTYaNEeH BOACH W/HIIN
enekTponuTen ancbananc. bropeuHara Gynkumus Tpadsa na ce npocnenu 72 yaca cnel NpwIioKeHnero. [1pn
HeoOX0MMOCT MOXeE Aa Ce MPOBENE XEMOLHANH3A 33 N10-0bP30 OTCTPAHABAHE Ha H3NNIIBKA OT KOHTPACTHOTO
BelltecTBO. Hama cneunduyer aHTuaoT.

5. ®APMAKOJOTHYHH CBOHCTBA
5.1 dapmakoaUHaAMH4HH CBOHCTBA
DapMakoTepaneRTHYHa rpyna: PeHTIeHOKOHTPacTHU cpeaAcTBa, Hoaupand. ATC kon: VOSAB(O2

Hoxekcon e edekrupey, HeHOHH3UPAH, BOJAHO-PA3TBOPHM KOHTPACTEH areHT, KOHTO ce U3Nomn3Ba npu
MHenorpadua, aprporpadus, HedppoaHrearpadus, aprepyorpadua  Apyru peHTreHorpad)ckn u
PEHTIeHOCKONICKHY Npoueaypy. Heropara HMCKa CUCTEMHA TOKCHYHOCT C€ IBbJIKH HA HUCKATA XeMOTOKCHUHOCT
M HUCKHS OCMOJIAPHTET,

MexaHH3bM Ha AeHCTBHE '
OprannunnaT Hon 6J10kMpa peHTrEHOBHTE JTbYM, KOTaTO T NIPEMHHABAT MPE3 TANOTO, LOrtO-Hals QU Ba,

CTPYKTYPHTC Ha TANOTO, ChAbpPKalllH Hon ma ce OTrpaHHYaT OT APYTUTE CTPYKTYPRACERNBI A - )
CreneHTa Ha OTTrpaHH4YaBaHC € B IIpdKa 3aBHCHUMOCT OT KOJIHYECTBOTO HA Hon, Crirhse gt . \

\
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Crien HHTpaTEKANHO NPUAOKeHHe B Cy0apaxHOUAATHOTO NPOCTPAHCTBO, AWdY31ATa Ha Hoa NO3BOJARA
BH3YaIM3aUMATa Ha Cy0apaxHOMAANHOTO NMPOCTPAHCTBO HA INaBHUA H IPbOHAUHKUA MOJBK.

Cnen MHTpaBaCKyJIApHO NPUIIOKEHHE HOXEKCON HaBAK3a B KPHBOHOCHHTE ChJIOBE, KATO BU3yaIW3Kpa Xo4a H
KPbBOTOKA Ha KPhBOHOCHHTE ChAOBE H BLTPEILHUTE CTPYKTYPH 20 HACTHIIBAHE HA 3HAYUTENHO HaMaliABaHe Ha
KOHLIEHTPALHATA MY,

5.2 ®apMaKOKHHETHYHH CBOHCTBRA

Pasnpeaenchue
CBbp3BaHETO Ha HOXEKCOJ ¢ MNAa3MEHUTE NPOTEHHHU € MHOIO HUCKO, MO-Maiko oT 2%. KOHTpacTHUTE CpencTBa

CC OTACHAT B ]'I]'JEHEﬁpE}I{HMO MaXka CTEIICH B YHOBCIUKOTO MIAKO.

MeTaboJIM3bLM
Hoxexcoin He ce MeTabonusupa.

EnuMuHupaHe

Hoxekcon ce exckperpa HerpoMeHeH npe3 6E6penuTe B paMkuTe Ha 24 yaca, TIpH NMaUHEHTH ¢ HOpPMAaiHa
6b6peuHa PyHKUMA. MakCHManHa KOHLEHTpauua Ha HOXeKCO/1 B YPUHATA C€ HacTHIBa OKOJO 1 yac caen
UHXEKTUPAHE.

5.3 Npeak/MHHYHH NAHHH 32 GezonacHocT

[Ipy BEHO3HO HHXEKTUPAHE HA MHLLIKH U ITBXOBE € YCTAHOBEHA MHOI0 HUCKA OCTPa TOKCHYHOCT. Y CTAHOBEHO
€, ye HOXEKCOJI UMa MHOTO HUCKO CBBP3BAHE C NPOTEHHHUTE (Okonio 2%) U uma nobpa 6rOpeyHa MOHOCUMOCT.

6. GOAPMALEBTHUYHU JAHHH

6.1 CnucbK Ha NOMOILHHUTE BelleCTBA

Tpomeramon

HaTtpyeBo-KasiLlMeB eaeTar

XNOpOBOAOPOAHA KMCENHHA (32 kopurupane Ha pH)

Harpus xuapokcua (3a kopurupase Ha pH)

Boaa 3a MHXeKUHY

6.2 HecLBMeCTHMOCTH

Konak He TpabBa e ce cMecBa ¢ ApYrd IEKapCTBEHH NMPOAYKTH, a 1a ce NPpHara B CAMOCTOATENHA
CIIPHHLIOBKA.

6.3 C]imc HA rOAHOCT

36 Mecella.

6.4 CneuHANHH YC/IOBHA Ha ChXpaHeHHe

Ja ce cbxpanaBa noa 25°C, 3allUTEH OT CBET/IHHA Y PEHTICHOBO JThYEHHE.

Cnen oreapsiHe Konak HHXEKLHOHEH pa3TBOp TpAOBa Ja ce H3Mon3Ba HezadaBHO.

6.5 Buan chabpxkaHne HA ONAKOBKATA

- ITpozpauen crokieH ¢gnakoH (knac I) ceavpkaiy 50, 100 1 200 ml pasteop B Kapif
¢pnakoH.
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He BcuukH BHAOBE ONAaKoBKH MOXe Aa ObAaT NyCcHATH Ha Na3zapa.

6.6 Cneunwannmn npeanasHyu MepKH NPH WIXBLPJIFHE

KakTo BCHYKM NPOAYKTH, 33 NAPEHTEPAHO NPHNOKEHHE, npeay ynotpeba Konak Tpabsa aa ce orneaa
BHMMATENHO 32 HAJIHYHE Ha YaCTHLM, IPOMEHH B 1IBETA H LENOCTTA HA ONAKOBKATA.

[MpoaykTeT TpadBa Aa ObAe W3TErNiEH B CAPHHLIOBKATA HETIOCPEACTBEHO NpeaH ynotpeda. OnakoHuTe ca 3a
eNHOKpaTHa ynoTpeda ¥ BCAKO HEM3NOA3BAHO KONHYECTBO TPpAOBA 1a Ce U3XBBLPIH B CHOTBETCTBUE C MECTHHTE
M3UCKBaHWA.

[Tpean ynorpeba Konak Tpabra na ce satonnu Ao tenaecHa remneparypa (37 °C).

7. NMPUTEXATEJ HA PASPELIEHUETO 3A YIIOTPEBA -

Onko ®apmaiesrukanc buarapus EOOJ

yn. 'pamana, 6n. 18, 8x. b

Codus 1680, brnrapus

8. HOMEP HA PA3PEILUEHUETO 3A YIIOTPEBA

Perucrpaunoned Ne 20190137

9. HATA HA NbPBO PA3ZPELUABAHEMOAHOBABAHE HA PAZPELUEHUETO 3A
YIIOTPEBA

Jlata Ha mupBO paspewasane; 03.06.2019
JlaTta Ha rocneaHo NOAHOBSBAHE;

10. AATA HA AKTYAJNUIHPAHE HA TEKCTA

08.2024
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