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1.  HME HA JIEKAPCTBEHMSA POXYKT
Busunax 320mg I/ml senkexupotcH pasTeop
Visipaque 320mg I/mt solution for injection
2.  KAYECTBEH H KOJMYECTBEH ChCTAB
RODIeCTRe Komenrpanpn | Coappoxcanne 3a mi
 Homxcason (fodixanol (INN)) | 320 mg Uml 652 mg exs. 320 mg 1

Homnocanon ¢ HeHOREO, JUMCPHO, XSKCAHOIMPAHO BOXHO-DASTBOPHMO CHITEHOKOHTPACTHO CPCACTEO.
Yueraar BOASH PasTBOP Ba HONMKCAHO/ BB BCHYKH HINO/I3BARM B KITHHMMNATA IPAKTHKA
KOHICHTPAUMM AMA NO-HACHK OCMOJIAHTET OT TO3H HA KPHETA H CHOTBCTCTBA HA KOHICHTPAAHTE Ha
HCHOMIRTE MOHOMECPHH RONSPACTIH cpeficrsa. Upes npubasanero va enexrponmy Brsumnax crasa

W3OTOHWICH Ha HOPMAAHTE TENCCHR TeTnOCTH, CTOMBOCTHTE Ha OCMONSPHTETETA B BECKOSHTCTA Ha
Braauaak ca KakTo CneAsa:
Komnearparmn Ocmonaprarer* Bucrosurer (mPes)
Osm/kg HO
37°C 20°C 37°C
320 mg I/ml 290 254 114

* Metoa: “Vapour-pressure” 0CMOMETPHA.

320 mg I/ml: Toan nexapcrack npoayxT caaspxa 0,45 mg (0,02 mmol) rarpuii sa mt. Tosa Tpabea aa ce
HMA TIPCARHA MPH HANKCHTH C KOUTPONKPAH NPACM Ha da1pril (BX. Touka 4.4).

3a TIHHMA CIIHCHK Ha HOMOLIRNTE ReINECTBa, RIUKTE To4Ka 6.1

3. JEKAPCTBEHA ®OPMA

Hrpkexiponen pasrsop.
Buzanak ce npeanara nox Gopmara Ha TOTOB 3a ynoTpeba, GucTep, Gesnperen A0 61610 XKBIT BOACH
PAITECP.

4,  KMHAYHE JAHHH

4.1. TepanesTHusm MoOKa3AHNY

Tosn nekapcTBCH MPORYRT € MPEAHASHAYCH CAMO 33 JMAFHOCTHY HM LS/

PeHTTeHOKONTPACTHO CPEACTBO 32 Kapayoanrsorpadm, nepebpanna anrdorpadis (KOPPEHIPOHANHA),
neprepRa aprepuorpatdns (koHscHUHORANHA), abnoMenansa anrnorpades (i.2.DSA (mararansa
cyGrpasimonsa amrsorpadud)), yporpagus, sesorpadua, CT-ycnnsane. JlymGanna, Topmmm H
HePBHKANHA MuenorpagusL Aprporpadaa, mcwpocammorpadrm (HSG) n Ha




croMatmEo-apesnHa TpakT. IIps aena ¢e nprnara 3a kapauoanruorpadus, yporpagus, CT-ycansaue u
H3CICABAHEA HA TOPHAA 0TS HA CTOMANIHO-IPEBHEA TPRKT.

4.2. Jomposka ¥ HAUHH HA NPRIQKCHIE

Ho3HpoBxaTa 33BHCH OT BRA HA HICNCABAHCTO, BLAPACTTA, TENIOTO, CHCTOSHMETO HA ChPLETO, 0fmoTo
CHLCTOMHMC HA HALUMCHTA B M3NOIBadaTa Texamka. OGHKHOBEBO ©¢ NPMIArAT ChiImMTe Hoaar
KOHHEHTPAIEA B 00CME KAKTO NMpH ApyTATE HOAHN PEHITEHOKORTPACTHH CPEACTBA, HIIKNIIBAHH B
€KEAHCPHATA MPAKTHKA, HO MPH HAKOH H3CICABAHAA AOCTATHYHA JHATHOCTHMHA BHQOPMALESE MOKE Ha C6
IOMYYH CHINGO ¢ HEKEKTHPARS HA MATKO 0O-HHCKH HopH xosueHpany. Kaxro npa Apyrare
KOHTPACTHH CPEACTEA € HEOOXOAMMO OCHTYPABAHETO HA JOCTATHYHO XHADATHPAHS B HAIHCHTa NPEAH M
CHEJ MPHANAraHe Ha KORTPECTHOTO CPeACTBO. ‘
[IpoayxTsT € NpeAsaIHaYeH 32 HHIPEBCHOGHD, MATPAAPTCPHATHO ¥ HHTPATCKANHO MPHACREHHE, XAKTO ¥
TIPHIICOKEHAC B TEICCHATE KyXMHH.

TipeacraBesHTe HO-A00Y A03HPOBXHE MOXE 13 C¢ MINOIHBRAT KATO YKA3aHHe:
Jl03upoBKHTE ABACHH 32 HHTPAAPTEPHANHO NPMIOAGHAS C4 38 CAHOKPATHO HIDKEKTHPAHE, KOCTO MOXKE J1a
Gnic NOBTAPAHO.




Tokazanme/wacie msaHe Kosnespanus Otem
Hupasbrepuamne mowioaere
Aprepuorpagun
Buspacrsm
Cenextupna uepeGpamia 270/320" mg Y/ml | 5-10 mi 3a mrox.
Aoprorpara 270/320 mg 1/ml 40-60 ml 32 mExc.
Iepudepna 270/320 mg 1/ml 30-60 ml 3a mok.
Cenextusua sucnepamsa i.a.DSA 270 mg I/mi 10-40 ml 3a wrx.
Kapanoaurnorpadpun
Byapactpa
Jlses xaMepa ¥ OCHOBA Ha A0PTATA 320 mg I/m} 30-60 ml 3a sk, .
HIDK.
CenckraeRa KopoHApHS aprepuorpadns | 320 mg Imi 4-8 mi 3a oK.
Hgng
320 mg I/mi 3aBpcy OF BLHIPACTTE, TEXIOTO
H OSTONOrMATA
(UpenopHBANA MAKCHMANHA
ofma acaa 10 ml/kg)
Hiurpasenozno apunoxenne
Yporpadus
Br3pacmiu 40-30 mi®
270320 mg I/ml
Hena <7 kg 2-4 mi/kg
2707320 mg Iml
Heua> 7 kg 2-3 ml/kg
270/320 mg 1/ml Berrika JO3H 3aBHCAT OT
BB3PACTTA, TErNOTO H
oaronormsTa (Maxe. 50 mi)
Besiorpadmu
Buipacrau 50-150 ml/kpax
270 mg 1 /md
KommoTepua Tomorpadus (CT-
yCHABAHE)
Buspacrm
CT sa rnapa 50-150 mi
270/320 mg [/mi
CT ma rano 75-150 ml
2701320 mg Yml
Jeua
CT na rnasa i T10 2-3 mi/kg
270/320 mg [/mi 10 50 mi (B waxon cayqau
Morar ja Guaar PKEHH 10




10-12 mi®

Jiymbamia n vopaxamna muenorpagus | 270 mg Vmi 10 mi®

(TymMGaneo HEKEKTHDAHE) mu 320 mg V/ml

LiepanrasHa Muerorpagues 10-12 mt®

(uepByxaNHO WM AYMOGanHo 270 mg I/ml 10mi®

HIKEKTMPAHE) wm 320 mg ml

Hpwigekenye 8 TeseCH KYXHIH flosupoBxkara ce onpesens
HHIHBRAY &THO 32 OCHTYPABAHE

BuipacTan Ha OITHMANTHA BHIY ANA3AIAR
1-15ml

Aprporpadsm 270 mg Ifml
5-10m}

Xucrepocammmarorpadms (HSG) 270 mg l/ml Tlpenopsuana sooa MOXKE B2
6bae nepBIIBCHA HAKOIKO
HbTH, HAND. B JABUCHMOCT OT
BIIHBAHCTO BB BIAMAIAIEETO
(ascnemsanm ca ao 40 mi)

lepopanso npRioKeHNe $0-200 ml ca wscnesann
Baapacru
Trra wepna 320 mg I/ml 10-200 mi ca micnensann
Xpanonposon 320 mg Kl 20-200 ml ca uzcneaBaum
Cromax 320 mg Vml 5 mikg t.M 10-240 ml ca
M3CICIBAHH
Jeua 320 mg U/ml
30-400 ml ca wrcyexsamy
PexTanno npuiomesyse
Jeua 270/320 mg I/ml

B Y nwete KOHISHIPALEY 4 AOKYMEHTHDAHH, HO B TIOBETE OT CAYJAHTE ¢ Npenopsasa 270 mg 1/m).

& Jlosara or 80 ml Moxe A8 CE NPCHHIIM B ONPEENCHH CRYYau

@ 3a HAMANARAHE HA BEIMONKNHTC REKESTAHY PSAKIH, ke TPA6ea M Onic HpeRrmanana 00ma 1034
or 3,2 g Hoa.

[lammenT B cTapuecka BH3pacT
[Tpyu nauseHTH B CTAPFICCKA BE3PACT, MAUHSHTH ¢ SEPHOAPOGHO WHTH GEOPETHO YBPEKAAHC MOXKE 18 C8
npHnarar O0HYAHHKNTE HPCHOPHIAHNA JOIM NPH BLIPACTHH.




4.3. Hpomeonoxasams

CRpHX"IyBCTEHTEHOCT KEM AKTHBHOTO BEUIECTBO HIH K5M HAKOS OT NOMOIHEATE BEIECTEE,
TIposBcHA THPCOTOKCHKO3A.

44, Crhenmansm NpeAynpPeRNCHUA W NPEIIAIHE MEPKH Py ynoTpeba

Cepoxuyscmeumennocm

AHAMEE32TA 38 BAIWIRE HA ANCPIEE, ACTMA WK HEKSIAHE PCAKIHH KbM HOAAH KOHTPACTHH CPSACTSA,
Hanara HeoGXOAMMOCTTa OT CICINANHO BEAManwe. B Tean coygan MOKe 13 ¢e 00CHAM NPUIaraseTo Ha
TpeMeaRanA ¢ xopraxocTepormm sk H; u Hy axrarorscm

PHckbT OT CoprOIEN PCAKITHE CBBRP3AHN ¢ NPRIOKCHRETO Ha BAMDAK ¢¢ CIHTA 33 MATEK. Bairpexn Tosa,
ROJHHTE KOHTPACTHH CPSACTBA MOTAT /3 NPOBOKRDAT aHa(UNaKTONAHY PaKIIRM MR APYTH NPOSBH Ha
CBPBXTYBCTBHTEIHOCT,

Ba3MOXHOCTTA 32 HOABA HA CBPEXIYBCTBHICIHOCT, BRIIOYHTCIH( CEPHOIHH, JKHBOTOIAC TPAITABAIIN,
daramm anadunascrrams/saad HIAKTORIHY PEaxIHH BUEard TPaGpa 1a oc mMa npeasun. [Tosexe or
CEPHOZEHTE BEXCIIAHY PCAKIIKH BEIHUKBAT B PAMKHTS Ha mepeuTe 30 MuayTH. Moxe 13 ce nogsar &
KeCH (1 wac mim noseve G NPHIATAHETO) PEAKIHH HA CEPEXTYBCTBATETHOCT. ETo 3amp ¢
HeoGXOAAMO NPeABAPATEIHO OCATYPABIHE HA CHOTBCTHHIE JICKADCTRA B ANAPATYPA 34 CNEIHO JICHCHAS,
B CIy4ail Ha OS82 Ha copHOiHH peaxumd. [Ipenopbusa ce BUHATH 43 ce H3NOMRA A60KAT MK KATETL 32
OBP3 HETPABCHOICH JOCTHI HPE3 UANOTO BHCMC HA PERTICHOBATA POLUCAYpA.

Ynoorpebara ra GeTa-anpeHepradaH GHOKSPH MOMS A3 TIOHHIKH IPAra 3a Noana Ha GPOHXOCHAYEM UPH
ACTMATHHH MAIBCHTHE CICHK NPHIANAEC HA KOHTPACTHO CPEACTED B A3 DOHEKY OTTOBOPA KhM IRUCHHSTO
C BUPECHATHH,

Tauserrare Tpatisa Aa ce BaGmonasar noHe 30 MUHYTH ClIGA BPEAATABETO Ra BuHannax.

Koazyronamus

He-#iormmme #02p4 KORTPACTHN CPEICTBE HHXHOMDAT ROArY NALTHATA HA KPHETA B HO-MANKA CrencH in
Vitro, B cpanicHEe ¢ HOHHATE KOHTpacTHY cpeicTsa. Crolmanann ca ciyJaH Ha NOABA HA CHECAPCIH NPH
KOHTAKT Ha KYETa Ch¢ CHPHALIOBKH CHABPKAINH KORTPACTHO CPSACTBO, BKIOUHTENHO HE-HOHHD TAKOES.
HiMa cpobmiaHpa, e MinoNIBAHETO HA IUIACTMACORH COPHIIOBKH, BMOCTO CTBEICHHE HAMANABA, H) HE
CIIHMAHHPA BEIMONMOCTTS 38 NOSBA HA CHCHPSE i Wiro.

Crobmapans ca ceprosns, pAnko daramis TpoMOenGoTHIRE CHOUTHS, BOXCUM A0 WHOAPKT Ha
MHOKApP3 H MOYBYEH HHCYIIT 10 BPEME HA AHIHO-KAPAHOTPAPCKHTE MPONCAYPH, KAKTO npH HOHBHTE,
TAKa H PR Be-HOHHATE KORTPAcTHA cpeacTRa. ETo 3aim0 ¢ #eoGX0AMMO BHAMATEIHO NPEIHIHPAHS Ha
HITIOR3BAHATA BETPECHAOBATA TEXHIKA, 0c0GcHO 1o BpeMe Ba anrHOrPadCXHTE NPOLEAYPH, 34
MusHEMEIHpane Ha TpoMGemGomrasTe crfinmas. MeOXSCTBO haxTopH, BRIDOYHTEHO
HPOALDKHIENHOCT Ha NPONSAYPATA, MATCPHATA HA KATCTHPA H CHPHHNOBKATA, ChIMLTCTBAIHTE
3a(OIABAAAA HAa NANNCHTA A NPHCMAHNTE IEKAPCTBA MOXKE 42 AOTPHAECCAT 33 NOABATA HA
TpoMOGemboamim cx6ums. Topam Tesn npUYARHA, c¢ NPenoprIsa MATENRO NOAGHpane Ha
aHTHOrpadiCKHTe TEXHHKH, BKMIOYHTCIHO MHOrO BRAMATCARA pab0Ta ¢ BONEYA M KATETHPA, HINOMBAHETO
Ha KOMCKTOPHE CHCTEMA W/ITH TPHITETHH KPAROBE, TeCTO HPOMHBAHE HA KATETHPA (
XCTRPRHIIHPAH GUIHONONMEH PAITEOP) H MUHEMICIHDAHE NPOXBDKMICIHOCTTA HA
TpaOBa 23 AMa B TOTOBHOCT ANIAPATYDA 38 MOUTBIKARC Ha HCHIHCAHTE QyHKIH.




Heobxoapno ¢ NOBMIDEHO SHEMAHWE NIPH MANMCHTH ¢ XOMODHCTHHYDHS (PBCK 0T TPOMGeMGOMHIEM),

Xudpamayun

Bocrarsina xnaparaue: TpaGea 43 Gaae OCHIYPeHA NPEAY H CIGH NPHNAraHeTO Ha KOHTPACTHOTO
cpencTso. Tosa BaxH 0COGCHO 33 NAACHTATS ¢ MyTTRIUICH MUCIOM, 3axapen amabet, 6nbpeana
ABCHYHKIMEL, A TAKE CHIND H 38 KHPMAUCTA, MAIKATC VA H TAWCHIHTE B CTAPMECKa FLIPACT.
Kxpmauerata (8p3pact < 1 roguna) B 0coGeHO HOBOPOGEHKETE Ca HPEAPAINONONKEHH KbM SIIEKTPOIMTHH
HApYIICHAA H XEMOJAHAMIWIHY TIPOMEHRL

Cupoesno-yupxyramopru peaxyuu

HeobxonpmMo ¢ DNOBHINCHO BHUMAHME DA HALMCHTH C TEXKO CHPACIRO 3a0onasane 1 Senoxpoda
XHICPTOHHEA, THi KATO TC MOTAT A8 PAIBHAT XEMOMHAMAYHE NPOMCHH R apHT™MHE. Paako ca
CHOOIIABAHY TEKEKY KABOTOIACTPAMABANIH PEAKI{AN B CYIaH C (JaTANCE WIXO/ OT CBPACTROCHAOB
NPOHIXOA, KATO CHPACHCH-, CHDACTHO-PECIMPATOPCH #PecT A MEQAPKT Ha MHOKApAA.

Hapywyenun om cmpana na LIHC

Crobmasa ce 3a cxmehanonamas npu ynorpelara aa #oxaxcanon (5% 109xa 4.8).

Ilpu xoHTpacTHa eanedanonarig MOXKE A8 CC HOMBST CHMITOMM B NPHIHALM HA HEBPOIOTHIRA
AAcdyHKims Karo rrasofoNie, IPETCARE HAPYIICHAR, KOPOBA CIRNOTE, 00BPKAHOCT, MLpaoBe, 3aryfa Ha
KOOPAWMHAIA, XCMANAPe3a, adasia, 3ary(a Ha ChIHAHME, KOMA W MOSHYCH OTOK B PAMKHTS H2 MUHYTH J0
HACOBE CNSA NPHAKCHACTO HA HoAMEcanon ¥ OORKROBEHO OTIIYMIRAT B PAMKHTC Ha AHH.

HpoayxrsT Tpabea A2 C MINOIIBA ¢ NOBATICHC BHAMAHWC UPK IBIFCHTH, ITPY KOHTO € HAPYIHEHa
TENOCTTa Ha KpLBHO-MoswaHara Gapuepa (biood brain barrier, BBB), xoeTo noTeHuManso oM 1o
TOBHINGHA NPONYCKIEBOCT npea BBB 3a xouTpacTHATa MaTepHs H YBENHIARA PHCKA OT eHUSHANONaTIS.
MNappesTUTe © OCTPa HEPEGPANHA NATONOTHA, TYMOPH HIM JAHHH 33 CIHJICTICHA ¢A NPCAPasTIONOKCHH
KbM NpUTIANbIM (THPUOBE) H NOANCHKAT R 0COOCRS TPDka. ANKOXONALMTS H IPUCTPACTEHHTS KbM
NEKAPCTBA CHINO MMAT HO-HUCHK (TPAT 33 NONBA HA IPHNANEUM H HEBPONOTIMHY PeakuER. Bua ppuixa ¢
BETPECHAOLOTO HPHICKCHEE ¢ HCOGX0MHMO NOBHINCHD BHAMSHHS NP TAUMCHTH ¢ OCTHLP HHCY.IT WK
OCTPO SETPCMOIBYHO KEPBCHE, HPH NAMCHTH ¢ HAPYIRHA KPEBHO-MO3bTHR GApHEDA, MOCHICH OTOK HIM
OCTP4 ACMHSIIHRH3 AL

Hipn crMBenne 32 KORTPACTHA CHNG(ANONATHA, IPMICKEHAETO Ha Hogakcanon TpaGea Aa ce OpexparTy o
A8 CE 3ATI0YHE NOAXOAMINO NCICHHS.

Bupeunu peaxyuu
Ocuoser prcKkos GaKrop NpH KOHTPACT-HHAYIMpPAaHATA He(PONATAN ¢ HANHIHETO Ha Gnbpewna

3axapuusr auaber u ofeMa Ha NPHIATAHOTO KONHO KOHTPaCTHO CPEACTBO CA JOILIHHTCIIHA (PAKTOPH 34
HamrmeTo Ha 6u0peuno Rapymenne. [pyrn cherosmng, KOHTO TPAbBa Ja c¢ MMST IPSIBHA Ca
AHXHAPATALAY, RATPEIHANA STSPOCKIEPO3a, Hapyena fnbpeuna nepdysns n ApyrH GaKrop, KOHTO
MOKe A8 GmaaT HEPPOKOKCHYHI, KATO ONMpPSACACHH JIEKEPCTEa B MOJIAMa XHPYPIUTHA METCPBCHIHA.

3a npeanasease oT 0cTPa HBOPCTHA HEAOCTATHIHOCT B PESYJITAT HA NPANATAHCTO HA KOHTPACTHATH
CPEACTBA, € HeOOXO0MMMO CACIHATHO BHAMAHYES NPH NANHCHTH CHe CHINECTBYBANK (uipeano yepexaaue
H daxapen aualeT, Thi KATO TC £A B PHCKOBA IPyTia.




»  Onpeaenane HA DALMCHTHTE ¢ BUCOK PHCK.
o QOcurypiasanc B3 NOAXOAAOR XHAPaTaman. AKe ¢ ReOGXOIHMO TPe3 NOAXbPAAINE HHTPDABCHOHA
HE(YIEA NP JANOYBAHE HA NPOLCAYPATA A0 HIURCTHAHE HA KOHTPACTHOTO CPEACTBO upes

e H30arsane ZOMLIHMTENIHOTO HATOBAPBAHETO HA GBOPELITE ¢ HE(POTOXCHTHH NCKAPCTBA,
NCPOPAITHH XONEIECTOrpa)cki CPeACTBA, APTEPRATHO KNaMIHpane, aHrHOIUIACTHKE Ha GsOpeunara
apTEPHA WIH IONAMA XHPYPIHYHA HHTCPBCHLMS, JOKATO KOHTPACTHOTO CpeacTeo He Gnne
SKCKPCTHPAHO.

e Hamanssane Ha J034TA KO BHIMOMKHHI MEHHMYM,

Ornarase Ha HOBTOPHO HICTC/ABAHE ¢ KOHTPACTHO CPEACTBO, AOKATO Onbpeunara (yHxums He
BEICTAHOBA HEEOTO CH NPEAM HICTCABAHEETO.

Hopnmmre xOHTpacTHHE CPeCTEA MOraT A2 GHIST IPHIIATAHA IPH TAACHTH HA XCMOJHATHCA, Thil KATO
TE3H CPEACTBA C& OTACIHIT Upe3 JHATIHATE IPOICCH.

Tlayuenmu ¢ duabem, npuemanyu mempopmun:

BB1pechi0BOTO NPHIOMKCHHAE HA 0 JMPARA KOHTPACTHE CPEJCTRA MOKE N3 AOBEE A0 OCTPO HAPYINCHHE
Ha OpOpeunaTa GyHKIMA H ¢ CBLP3AHO0 ¢ MAKTATHA AMAO34 NPH NISHCKTH ¢ YBpeacHA Gu0peuna
tbyrxima, MpAeMAIE MCTHOPMEH.

(1) ITamsenrare ¢ eGFR passa wim no-secoka or 60 ml/min/1,73m2 (CKD 1 u 2), moxe a3
TPOABDKAT DPHCMA Ha METOPMAH HOPMANHO.

(2) TMaupcerama ¢ eGFR 30-59 ml/min/1,73m? (CKD 3)

~ Hauwperrare ¢ ¢GRF pasia v no-sucoxa or 45 m/min /1,73m*), pa xomro e
NPAICKEHO HHTPABCHOIHO KOHTPACTO CPEACTBO, MOXKC AA NPOABIDKAT NPHEMA HA
METHOPMHH HOPMAIHO.

~ [lpn maumerTH, HA KOMTO c¢ NPANIATA HHTPAAPTEPHANHO KOHTPACTHO CPEACTBO, KAKTO K
TaKHPBa ¢ HETPABCHO3HO NPIIOKCHAE Ha ROHTPACTHOTO CPSACTBO | uMaT ¢GFR Mexay
30 u 44 ml/min/1,73m* npreMbT KA MeThopMHN Tpalsa Aa Gsac npeycranoseH 48 saca
OPeIH NPHIAraHe Hi KOHTPACTA, KATO BE300HOBABAHETO MOXE A3 CTANEG CAMO Ciex 48
9aca OT NPHIATaRe HA KOMTPacTa, B ciyvai ue (rOpeumara ¢ynxuma ve ¢ Rapymena.

(3) Tpa nammermu ¢ ¢GFR noa 30 ml/min/1,73m? (CKD 4 & 5) mm ¢he chusTeTRamo 3abonssane,
BOJCTIO IO NOHHAKCHEE Ha 1epHOAPOGHaTa (yHKIpA HNH XMIOKCHS, NPBCMa Ha MCTopMIH ¢
HPOTHBOMOKAIAH, 8 KOHTPACTHHTE CPGACTBA TpAORa fa cc H304rBar.

{(4) Ipn cnenmmx cnyyan, koraro 60peaHaTa PyHKITS ¢ YBPEACHA HIIM HE ¢ H3CCABAHA, JICKAPIT
TpaOBa Ja NPENCHA CHOTHOMCHHUETO PHCK/TIONA OT H3CHEABAHETO ¢ KOHTPACTHO CPEICTEO.
[IprenmeT Ha MeTdopMHE TpsGBa 5a Ghae CUpAH OT NPHRAraHeTO Ha KOHTpacTa. Cnen
npoLeAYPaTa, MAIMERTET TPA08a fa ObAc NMPOCICA9BaH 38 HATHIHCTO HA NPHIHALIM HA JIAKTATHA
amuaosa. [TpmemsT Ba MeTdopMuE TpaGea fia Ghac Bb3cTaHOBEH 48 Yaca CleA NPHIArAHETO HA
KOHTPACTA, K0 HABOTO HA CepyMHHAT KpeaTweHH/eGEFR ¢ HenpoMeHeHo cupamo cToiiHocTHTS
DPEaH KOHTPACTHOTO H300pakeHHe.

Hapywena te6peyna u wepnodpobna gynxyus
Ocofen0 BHIMAHKS C¢ HIHCKES KhM MALMCHTH C TCHKH HAPYIICHHA KAKTO Ha Ob

uyepHOAPOOHa (hyERIpHA, THH KATO NPH TIX OTASNAHETO HA KOHTPACTROTO



3HaYMTENHO 3a0aneHo. TlamuenTire Ha XEMOAMANHIA MOKE 8 NPUCMAT KOHTPACTHH CPEACTSE IDH
pexTreHonoryTHR npoucAypr. He e aeofxomamo cuolpaiaBane HA BPEMETO 38 HEDKEKTHDARE HA
KOHTPACTHOTO CPSACTBO € XEMOANAINMIHATA NPONCAYPA, Thil KATO HAMA JAHHM, Y6 XCMONMATH3ATA
DPEATIAZBA NAHCHTITE ¢ Hapymena (oipeana $yHKuE 0T KOHTPACT-HHAYIMPARa Hedponamis.

Muacmernusn zpasuc
Hpunarsreto Ha HoIHY KOHTPACTHH CPEACTBA MONE A BIIOLIM CHMITTOMHTE HA MEACTCHHA TPaBHC,

DeoxpoMOYHMOM
TIpn mauseHTH ¢ GOXPOMOLHETOM 0 TOREHH HA HHTCPBCHINOHANH IPOUSAYPH Tpadea 1 ce
nprnoxkar anda-Groxeps 38 NPEACTBPATABAHE HA XMACPTOHMYHA KpM3a,

Hapywenus na pynxypiama wa wyumosuduama xcnesa

TlanpenTa ¢ A8€H, HO BCE OMC HEAMArHOCTHIHDAH XAUCPTHPCONIHIbM, MALWCHTY ¢ JIATCHTCH
XHNEPTHPCOUAA3EM (MANp. HOAYNAPHA I'VIA) H DAIMCHTY ¢ PyHKIHOHATHA aBTOHOMMA (JCCTO Hanp.
TIALMEHTH B MANPEAHANA BBIPACT, 0CODEHO B pernoHy ¢ HoaeH ACHAIAT) Ca H3NOKCHM Ha H0-BHCOK PHCK
OT OCTPA THPCOTOKCHKO32 CNCH HIION3BAHE Ha HOMpAHN RORTPAcTHY cpeacTea. [lpH Taxnpa naimenTn
Tpabpa 28 OBAC RANPAREHA ONCHKA HA JOMBIHHTCRES PHCK PeAH yroTpeSa Ba HOXMPAaHa XORTPACTHA
smareprg. TIpy NAOHERTH CHC CHBMHCHME 38 XHNCPTHPEOHTHIBM MOKE J3 C& IOMMCIH 38 TECTBAHE HA
dyHamara ua MATOBHANATA X138 NPEAH NPIIATaHETO HA KORTPACTHO CPEACTBO WM NPEBARTHRHO
TEpeocTaTHyno ncacaHe. [lanmennirre ¢ prcx 1paGea 1a Ghaar HaGMONABAHY 38 PAIBHTAC HA
THPSOTOKCHKO32 B CSAMHIHETC e/l HHOKEKTHPAHETO,

Tlps npopeacHH TECTORE 38 OUCHKA HA IMTOBHANATA (lyHKIHA, ¢4 OTYCTEHE PE3Y/ITATH NOKAIBAWA
XHNOTEPCORREIRM MR NPEXOAHO NOTHCKAHE QYHKIHEATE HR IIHTORAZHATA MXRIICI8, CNeJl PUIIAraHeTO Ha
AOMapAHK KOHTPACTHH CPCACTRA NPH BE3PACTHH R IICAMaTPHYHHA NALIHCATH, BUNOMHTCHO KLpPMEYCT4,
HAxoR OT NAIHEHTHTE ¢ ICKYBAHH 32 XUNIOTHPEORTMILM,

Heduampuena nomunaps

Crenpanno sHaManre TpA0Ba A2 c& 00BPHE HE NATHCHTA NOA 3-TOAUIIMA BEIPACT, Thi ka0 apobneM ¢
pabotaTa Ha HIETOBHAHATA KC3A B PAHHA ASTCKA BHIPACT, MOXKE 3 HAHCCE BPGJA HA JBHTATCITHOTO,
CIYXOBOTO K KOTHHTHBHOTO DAIBHTHE M MOXE JI3 HIHCKBA BPEMEHHA JAMCCTHTCINS Teparms ¢ T4.
YecTorara Ha XHROTHPCOMIMEM IPH DANECHTA HA BLIPACT T0A 3 NOAREH, H3NOAEHH Ba Hoanpans
KOHTPRCTHH cpeacTea, ¢ mexkny 1,3% u 15% B 2asrcrMoCT OT BEIpACTTa HA NANPOHTHTE K A03ATA HA
HOZMparMd KOHTPACTEH AreHT A ¢¢ HAG/mOAaBa N0-2CCTO NPH HOBOPOACHY ¥ BEAOHOCCHH ACUR
kbpMascta. Horopageswume cumo Morar aa Gnasr uaiooxess upes Mailkara No BpeMe Ba GPCMEHIOCT.
Oy HKUAATA BA IATOBHTHATA X633 Tp6pa Aa Obc ONPHABANA NPH BCHYKE NAUMCHTY HA BHIPACT NoJA 3
POJHEH CICA H3Narane B HOANPAREA KOHTPACTHNA CPEACTBA. AKO CC YCTRHOBH XHNOTHPCOHIMIBM, TPstna
Aa c& oOMECTH BCOOXONIAOCTTA OT NCICHNME 1 iy HKIMITA HA IETOBHANATA XIe3a Tpabea 1A e
TIPOCIICATBA 0 HOPMATMIAPAHE.

Excmpasazayus

Bu3umnak, nopaas cBOSTA HIOTORHIHOCT NPHMAHABA NO-MANKa JOKATHA (OMKA H E3BLHCHAOR OTOK, B
CPABHCHHC ¢ XHNCPOCMOTAPHATE KOHTPACTHH cpeacTea. B ciryuai na excrpusasalpi, KaTo pyTHEHA
MAPKA ¢€ NPCHOPHIBA NOBAHFAHE H HICTY IABANE HR 38CETHATOTO MACTO. XHPYDPIUTHA ACKOMIIPECHS
MOXe Na € Heo(xoauma B cnyaaii Ha ofpalysane Ha XeMATOM.

Bpewme 3a naGmonenne:

Cnea npanarakie Ha KOHTPACTHOTO CPEACTBO, nauﬁcmexﬁsaaaﬁbmnonnom FaCmageue 30
MHHYTH CIIC/A NOCHEAHOTO HEDKEKTHPANE, Thil KATO NOBSYE OT CCPHOHITE Hekenagt Povukdii
nommmnpmmmBmwmma,ommrnmwpmmc Vhetsh

MOTaT [ BRIHHKHAT KO HAKOJIKO Maca MM JHH CACK HEDKCKTRpareTo. [lamuertlT4




GomerTaa 00CTAHOBKA (HE 3RABOKHTE/IHO B PCHITEHOBO OTACICHUC) 34 GAUH TAC CHEX TIOCCAHATY
AEDKSKIAS H A3 GB/¢ BRPHAT B PEHITCHOBOTO OTACNCHMC, TIPH NOABA HA HYKAKBH CHMITTOMY,

ITPATCRRITHG HDAIOKCHEC
Cnex |A DAIHCHTET TPA0EA Ja OCTAHE B MOKOMH ¢ HOBJHIRATA IIABA ¥ IPhAcH kom (20°) aa 1
qac. Chc TOBa NALBCHTHTE MOTAT BHMMATEIHO A3 CF IBHIKAT, HO HARCKIAHETO HANONY Tpadsa A3 Guae
3barsano. I'nasara ¢ rppaama xom TpsGea ga 6uAaT IOBAHrHATH Npe3 PEPBATE 6 Waca NPH OCTABIHE B
nernoro. IlapenTe PR KORTO HMA CHMHCHHAC 38 NPSAPAINONREHOCT KbM I'EPIoBe (HHCHK Mpar 3a
nosBa A rHPIOoBE) Tpatsa Aa Ghaar HalUmOAABAHH 110 BPEME Ha TOSH neprHol. AMGy naTopHHTE MaumeHTH
He TpOBa A2 GRAST OCTABAHK CHECCM CaMH pes mspearre 24 gaca.

Xucrepocamnuprorpade
Xucrepocamimmrorpadis e Tpabsa aa Ghae HPOPERIANE NO BpeME HA GPCMCHROCT ANH NPH BAUMYBETO
Ha ocTpa sb3nanurensa Gonecr Ha Tasa (BET)

45. BaammonpclicTeHe C ADYTH JIEXAPCTBEHH NPOXYKTH H APYTH GOPMEH HE BISMOACHCTBME

Bonaxw HoHH KOHTPACTHH CPEACTEA MOTAT N8 BRACHCTBAT BHXY HOA-CEBPIBAMAY KANAIITCT HA
WHTOBHAHATA XKNe3a, koiTo MOme A8 On/ie NORMEH 3 MOPHOA A0 BAKONKO CEIMUIM, KATO IO TO3K
HA9HH TCCTOBETE 32 OHPEACINHC TIOEMAHETO HA Hoaa (KOHTO HIMONBAT PANROAKTHRAH HOX) MOXE Ja
On2aT NOBIMAHRA,

BaCOKN XOHDSHTPAI(HE Ha KOHTPACTHO CPSACTBO B CCPYMA M YPHHATA MOTAT Aa BbIACHCTBAT BBPXY
nabopaTopRETE TeCTOBE 34 GANHPYGHH, MPOTCHHEN A ACOPraBYIHM BCIGCCTBA (HANp. . HTA30, MEJ,
xammi B ocdop). Ero 3amo, Tean semectsa He Tpabea xa GBAAT HICHCIBAHK B ACHS HA PEHITCHOBATA
npougaypa.

[IprnarapeTo Ha HOAAPAAA KOHTPACTHA CPEACTEA MOXE Aa NOBSAC A0 NPCXOAHO HAPYNIHRE HAa
OnOpeanara QyHEIEE H TOBE MOKC J2 YCKOPH NOSBATA HA NAKTSTHA ANHACSA NPH JabeTHin, KOWTo
npremar MerdopMu (BIDk ToRKa 4.4. CrienBanie NPEAYIPCANCHAL | IPCANa3HA MEPKH IPH YHoTpeta).

TapperTHTE ACKYBAHE ¢ HETCPICBKUH-2 NO-MATKO OT ABC CCAMMIH HPEXU NPBAATAHETO 14 Hoxm
KOHTPACTHH CPGACTSA €A C NOBMIICH PHCK OT 3a0aBCHE THII PCAKITHH {IPHIIO-NOAOOHH CHMIITOME KT

KOMHH PCRKIHE).

CsmecTsysar Baxon AaHHH, 3¢ ynotpeGara Ha (eTa-GIOKCPR € PHCXOR (PAXTOD 32 NOXBATA HA
asa HIAKTORIHY PEAKITHY KbM PEHTTCHOKOHTPACTROTO cpeAcTpo (HalimoNaBAHA ¢ TEHKA XHIOTORMA IPH
UPHIAFAHETO Ha PEHITCHOKOHTPACTHO CPGACTBO B Cywal Ba neveHe ¢ Oera-Gnokep).

4.6, Peprunmrer, GpeMEHHOCT H KbpMeHe
Bpemennoct:

BezonacuocHocTTa Ha Brsumak no speme 1#a SpeMeHnOCT npy Xopara Be ¢ yeraaoncHa. Onerxara Ba
CKCIICPUMCHTANHETS NPOYIBAHKA NPH AKHBOTHH HE NOKA3IBA NPCKH HITH HENPCKH BPCAHH CHSKTH BRPXY
PENPONYKTHBHOCTTA, PA3BHTHETO Ha eMOPHORA MM 105, OPCMEHHOCTTS H TIEPH- H YIOCTHATAHOTO
Pa3BHTHE.

K&TO [ON34Ta OT PCHTITHOBOTO HIGIEABARS C B 03 KOHTPACTHO CPCACTRO TPatna BHIY
TPCTICHEHA CHPAMO BLIMOKHERA pEcK. Tosu NPoAYKT Re Tpbaa 4a ce nphnara 1py/Ak

ICNCH : ;
CHYMaHTe, KOTaTO TIOMBATA NPCERATIABA DHCKA H MPHIOKECHNETO € NPEUCHEHO Ka : * piO9 vin(;} - KA
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HEOGXO/MMO OT ICKAp.

TIpu HoBOpOsEHNA, KOHTO Ca GHIE HANOKERY BA HOMHE KOHTPACTHH CPEGACTBA & HEODXOMHMO M3CTICABAKE
Ha THpeonanara Qynxums (Bx. To4xa 4.4).

Kwpmene:

KomrpactanTe ¢peactsa ¢e OTACHAT B MHOTO MANKA CTENCH B KbPMATR NPH JOBEKA, KATO MUHHMATHHA
KOAH9eCTBA ¢e abcopbapar B 1epBaTa. KHpMERETO MOXE A3 TIPOABIDKA ROPMATHO CIGA NPATATANE Ka
HOIHO KOHTPACTHO CPEICTRO BHPXY MAHKATA.

4.7.  Edexra sopry ciocobiocrra 3a modupane u pabora ¢ Manmmm

He ca mopecTHn edexmime BBpXy cnocobroOCTTa 38 ModEpare Wi pafora ¢ Manmny. Brapexn 1oBa, He
C€ NPENOPHIBA INOdRpane HH paboTa ¢ MAIMAHM HPe3 ILPEHTE 24 98ca CNGA HHTPATEKATIHO
HICTEeNBANE.

4.8. Hemenamv NexapcyBens peaimm

Tlo-nony ca npeACTaneHE BRIMOKHATS OGIIH HEKCIAHY ederTi, CBEPIAHE C peRTCHOrpadICKIrTe
FIPONCAYPH, KOMTO BIJHOUBAT H3NION3BARETO B2 Brovmax.

Hexaenanwre cexTd CERLP3aHE ¢ NPAMATAHCTO HA BEounak o0MXHOBCHO CA NEKH A0 YMCPERH H
OpexosnH 0o xapakrep. CepHOIHE PEAKIHE, KAKTO H TAKHBA ¢ QaTancH H3x0L ca HalMIOARBAHH B MHOTO
PEJXH CIySaH, KATO TC MOXKE AA BKIOYBAT OCTPA A0 XpormaHa G50peana HeAocTaThaHOCT, 0CTPa
6x6peuna REAOCTATENROCT, ARAQHITBKTARCH HITR AHAQHISKTORACH MIOK, PEAKUHA HA
CBPEXYYBRCTRUTEIHOCT B PEIYATAT HA CHPACTHH peaximy (CrmapoM ua Kourtis), Copaeacs { ChPASTHO-
pecHpaTopen apect 1 udapkT Ha Muokapag. Crpacysara peakips MOXS Aa GBS NPOBOKHpAHa 0T
CHOCCTBYBAIO 3300N1ABANE MIIH CAMATA NPOUCAYPA.

Peaxmprpre Ha CBPEXUYBCTBHTCIHOCT MOXES 8 C€ HPOSRAT KATO PECIHPATOPHM HINY RKOWHH CHMITTOMIL
K70 JHCcHBes, O0pUs, CPHTEMA, YPTHEAPHA, CHPOEIK, TEMKH KOKHE PSAKIHA BRIOUBATE TEXKA Gya03HH
B HYCTYO03HE PSAKIRHN, AHTHOHCBPOTRECH OTOK, XHTIOTOHMS, TPECKA, OTOK Ha NAPHHKCA,
6pomxocnayem wm Geaoapoben oTox. [lpu nauncHTH ¢ apToMMyaRy 3a0on98aHEs ca Ha0NIOKABAHE
caywap Ha Backy s B SJS-nmonoGen caaapom (SIS - Stevens--Johnson syndrome)

Te mome zd C& HOSBAT KAKTO BENOCPEACTBEHO Clie/] HEDKSKTHDAHETO, TAKA H 10 BAKOIKD JHA NO-KRCHO,
Peaxupn Ha CBPEXIYBCTRHTCIHOCT MOAKE Jf BRIRHKHAT HEQABACHMO OT JO3ATA B HAYARA HA
TPRAOACHAC, KATO NCKA CHMITTOME MOXKE 13 Gb/AaT MEPBHTE NPHIHALM HA CEPRO3HA AHAMIAKTOHHE
PCAKLHA/ITIOK.

TIpunaraseTo Ha KOHTPACTHOTO CPeACTBO TPHGBa Aa Obae He3abaPRO NPEYCTAROBEHO A KO ©
HEOOXO0MHMO A2 C¢ NPUIONM CeIMUTHA TEpanHd, HPHIOKEHRa BBTpecHiopo. [TampcuTaTe, Kouto
H3110;B3BAT BETa-6A0KEPH, MOTaT 53 MPOMBAT ATHITHIRA CHMIITOMHE H2 CBPEXYYBCTBHTCIHOCT, KOATO MOMKE

Aa Obac DorpewIR0 HATCPIIPETHPAHA KATO BAT'YCOBR PORKIRIA

YecTo cnea npunaranero Ha HOMHW KOHTPACTHY CPEACTEA ¢ HAGIOAABA JIEK0 NPEXOAHO NOBHINCHHE Ha
CEPYMHHA KPSATHHHE, BO OORKIOBECHO (63 KINMHITHA IHATHMOCT.

Yecrorara Ha BexenanuTe efexTh ¢ Acaumupana, KaxTo clreasa:
Mroro gecta (21/10), seca (21/100 xo <1/10), newectn 1/1 000 xo <1/100), peaxu
<1/1 000), muoro peaxe (<1/10 000) 1 ¢ HEHIBECTHA %CCTOTA (OT HAMYHITC JAHHK
HANDABCHA OUCHKA)




Iipenacrascuara wecToTa ¢ Ga3ApALA HA KIHRHYHATA AOKYMCHTRIIRY HA KOMNAHKATY B 1y SIMKyRaHE
npoyisannd, obxsamawa nopene or 57 705 mampenTa.

Br1pechiono npuiue e

Hapywenus na xppema u sumvama cucmema
C uemspectsa ecrora; TpoMGomproneHra

Hapywernus na umynrama cucmema

Hegectu:
C HeHIBeCTHA 9ECTOTA:

CapexuyscTBETENHOCT

Anadanacrmen/asaguuakTonaeH IOK,
amadunaxTHIRA/ARAMPHAAKTONIHS PEAKIHA, BIUTOTHTCIHO
FHBOTOACTPAIABAIIA HIM HETANHES AHAPEIARCHA ;

Hapywenust 1a enooxpunnama cucmema

C Hem3peCTHA 9ECTOTR

Hewxuunu napyuenus
Maoro peaxi
C nensBecTHa 4ecTOTR:

XsmepTHPCOMINI BN, NPEXCACH XHNCTHPEOUIMILM

Bnabyaa, TpesokHOCT
Caerosnse Ha 0GspRanocT

Hapywenus na nepenama cucmemaq

Hevecrn:
Penxu:

Muoro pemx:

C gempecTHa vecyora:

Hapywuenus na ovume
MHoro penxa:

Cupoeunu napywenns
Peaxm:

Muoro peaxs:
C HeMmBecTHA YecToTa’

Cvdosu Hapyrenus

C HEH3BCCTHA HECTOTE:
Pemiu:

Mmoro penxn:

C HemIBECTHA YELTOTA

[nasoGomme

3amasHOCT, CETHBHH HAPYWICHHS, BKIOUATEHO HAPY UCHHS HA BKYCH,
OAPSCTeINN, IAPOCME

MOo3BIHOCHAOB HHITHACHT, , AMHESHS, CHHKON, TPEMOP (IPEXOLSH),
XHUTIOCCTERHA

Koma, mapymenue Ha Ch3HAHMETO, KOHBYJICHH, TIPEXONHA KOHTPAcT-
HEJy UHpaHa eBICGANONATHS, NPHIHECHA OT CKCTPABMALANTS HA
KOHTDACTHOTD CPCACTEO, KOFIO MOE 13 CF NPOSBH KATO CEH3OPHA,
MOTOpHa RiTE o6ma repponorEuHa JHcdly HKIEs {BKICTHTCHO
AMACIHA, XATIOMHHANHE, MAPANA, NAPe3s, ACIOPBSH AN, IPCXOTHO
HApyWCHEe Ra roBOpa, adasas, Ar3apIpHL)

Koprusamaa cienora (Npexoasa), HEXOAHO IPATEIHO YBPCKIate
(BKMOTRTEIIHNO AHIIONMA, 3AMBITICHO SPCHAC), OTOK HA KNENAYMTE

ApurMpsd (BKIIOTHTCTHO Opaziiapans, Taxukapand), uaapxr €a
MHOKEpAA

CapaeucH apecT, NAMMTAHY

Capreuno~pecnHpaTOPEH APECT, KAMEPHA XHNOKAHC3HA, TpoMbosa Ha
KOPOHADHHTE ApPTCPHA, ABTMHA NEKTOPHC, CIA3bM HA KODOHAPHMTE
ApTCPHI

3avcpeaBanc (rOpeLIM BLIHK)
Xunoronns

Xurepronm,

Mok, apreprancH cnassM, TpomBosa, TPo




Pecnupamopriu, speOny u MEOUACIMUNARHY HAPYUIEHUR

Peman: Kammina, kuxane

Muoro pemos: Hncrves, APAsRCHE HA MLPNIOTO, OTOK HA NAPHHKCA, OTOK Ha (apuEKca

C HCHIBCCTHA YECTOTH Hexapaporenen Genonpolics 010K, GPOHXOCIZIBM, CTIrape B 061aCTTa
HR I'PHOTO

Cmosmaumno—pesnu nopywenun

Heweern: [anene, nosppmaxe

Muoro peaxu: Kopemsa Gonka, xuapis/ mcxomdopr

C HEHIBCCTHA JECTOTR: OcCTbp NAHKPEATHT, BAQIIABAHS HE NAHKPCATHTS, YIONCMABAHS Ha
CIMOHICHMIC Xe3u

Hapywerus na xoxcama u ROOKONCHama moxan

Hegecrss: O6pre wan AexapcTBeHa epympi, ChpPOCK, YPTakapisn
Muoro peaxan: AHTHOGAEM, CPHTEMA, XAIICPXHAPOIA
C HenssecTna wecToTA: Bynosen nma excomaarinen JCpMATAT, cuMnapom Ha Stevens—Johnson,

eprETeMa My ITHQOPMS, TOKCHIHR ENHICPMAITHA HEKPOIIH3d, OCTPA
FEHEPATHIMPAR] SICARTEMATO3HR IYCTYI038, NEKapCTBCH 00pHR ¢

EO3HROPHTMS H CHCTCMHH CHMITTOMH,

Hapyruenus na MycKyRHO-CKeREIMHAMA CUCTIEMA 1 COEOUHUMENHAMA PIbKaH

Muoro pexxs: Bomm B rep6a, MycKynes cnazeM

C sHewspecTHa gecToTA: Aprpanrus

Hapywenun ra 6sbpeyume u nuxouHama cucmema

Heuecru: Octpo GeOpeTHo YBPEAKIAHS WH TOKCHIHA HOPPONATH (KOHTPacT-
HHayIpana sedponaras-KITH)

C sremseecTRa wecTOTA: ToBumenvc 1A KPEATHHIHA B KPLETA

Obuu napyuenun u eexmu Ha MRACMOME HA NPUAONCERNE

Hevecrn: HyncTeo Ha TonABHS, GOMEA B repaHTe

Peaxa; Tpenepene (Tpanxd), napexchs, Gonka u yuckoMGOpPY HA MACTOTO Ha
DPRUICKCHIE, BRHOTHTCIHO eKCTPaBasalpd, MyECTBO HA CTY ACHHHS

Muoro peaxs: CheTogams Ba acTeHms (Banp. REPAIIONOWREHHE, YMOPR), OTOK HA
JERLIETO, NOKAMMIAPEH OTOK

C HEMIBCCTHA JCCTOTA; Noaysase

Hapanssanus, ompasanus u YCRONCHERUR, EbIRUKHAIL 8 DEIVAMAM HA UHMEPECHYUU
C HeHsBeCTHA YECTOTA: 0IIEM

Humarexamio npunoxcrye
[ossara Ha Hexenann peakiy CECA EHIPATEKATH) OPAIOKEHHE MOXE 42 Obae 3abaBeHa | Te Aa ce
TOABAT HARONKO S4CE HAR HOPH HARONKO JHH Ciea npoueaypara. Yectorara ¢ nonolHa Ka TA3H upu
CAMOCTOSTEITHNA TyMOAIHA Ty HKIHA.

Menpnreamo npasaene, BoACInO A0 GoTodobus B MEHWRTHIBM W TPOABCH XKMHYCH MCHHHYHT C3
HabmoiaABaHE IPH NPYTH HEHOHHY XORTPacTHH cpeacTRa. 1pa0Ra Ja cc UMA IPCARIA H
HHQCKHHO3CH MCHHHTHY.

Hapywerus na umynnama cucmema
C meM3BecTHA YecTOTA: CrpLX1yBCTBHIETHOCT, BRMOYHTCIIHO



aHADHIAKTHTHH SHAM)HIAKTOBAHA PEAKIIN

Hapywernus na nepenama cucmena

Heuwecrn: Frapofomae (MOXe 1A 6B/ TOKKO H MPOXBIDKMTENRO)

C HeH3IBCCTHA 9ECTOTA; 3amasHOCT, HPEXOAHS KORTPACT-HHAY IMPaHE cHOchanonaTas,
OPHIUACHA OT CKCTPABA3ANMATA HA KOHTPACTHOTC CPCACTBO, KOSTO MOXKE
A4 ¢e NPOSBH KATO CCHIOPHA, MOTOPHS IRk OOl HEBPONOIHIHA
JRCHYHKIWA, BRIOTRTECIHO AMBE3HS, XAMOLHMEAIHE, CHCTOSHHE Ha
0BHLPRAROCT, Napanusa, Napesa, AL3OPHERTANAS, adacy, AMIAPTDHA)

Cmomauno-ypesiu Hapyuenus

Hewecrn: Hospsmare

C nempecTHa 9eCTOoTA: Tanene

Hapywenus va MYCKYIRO-CKEReMBAMA CUCMEMA U COLOUNUTMETNAMG ITSKAH
C Hem3BecTHA 9eCTOTA Mycxynen cnassM

Obugu Hapyuenus u eexmu g MIACMOMO KA RPURONCENUE

C HewsBocTHS “eCTOTA: Tpenepene, Gonka B MACTOTO HA HHXCKTHDAHE
Xucrepocamuprorpadns (HSG):

Hapywenus na waynnama cucmema

C nen3secTia 9ecTora: CBPHLXUYBCTBHTE THOCT

Hapywenus na nepenama cucmema

Yecrn: I'nanobonne

Cmomautno-upesnu napywenus

Muoro yecmh: Kopemsa Gonxa

Yecra: Tanene

Hewecrn: TNorprmane

Hapywienus na 663npousgooumentama cucmema 1 zupoama

Muoro wectn: Barupamio xzpseHe

Obwu Hapyenus u egrexmu Ha MACMOMO HA NPUNONCEHUE

Yecrn: Tupesxcus

C sem3sBecTHA YeCTOTa: Tpenepese, Gonka B MACTOTO HA HIDKCKTHPAHC
Aprporpadus

Hapywenus na umynnama cucmema

C ¥eM3BECTHA 9eCTOTA; CBPEXIYBCTBHTCIHOCT, BKIFOYHTETHO

aHapHIAKTHIHA/ABaUNAKTOMIHH PCAKIIHH

Obwu napywenua u epexmu Ha MACMOMO HA RPUROICCHUE
Yecrn: Bonka B MACTOTO Ha HEJKCKTHPAHE
C HCHIBCCTHA HECTOTA: Tpenepene




Hapywenus na umynnama cucmema
C HeHIBCCTHA 9CCTOTE: CBPEXTYBCTBHTCAROCT, BRBOTHTEIHO
anadHNAKTHIHW AHAD WK TOHHH PeaIanH

Cmauamuo-»upeenu HapyueHsn

Yeomn: Jmapus, xopemaa 6onka, rancse
C HemspecTHa vecTOTA:! Tiosprmane

Obuu napyuenus u eiexmu v MACMOMO HA NPURONCERUE
C BeHBeCcTHS 9ECTOTA: Tpenepene

CMmasanem Hammnpmmnampemmncmpmmmmaaynmpeﬁamnmmm
OPOAYKT € Bawo. Tosa nossonaBa g NpOIWIKYA HaOMOACHARETO HA CHOTHOMEHHUCTO NO3A/PHCK 32
NeXapCTECHUA NPOAYET. T MEAHUBHCKATS COCIMAIMCTH CC H3HCKBA 3 ChOOIABAT BCSKA IOAOIHPAHA
HEKE/IAHS PCAKITAY Y3 HAMOHATHATE CHOTEMA 34 CHO0UaBaNe:

HarmsmpmeHa areHnys 00 ISKapcTsara

vy Javam Cpyen” Ne 8

1303 Codua

Ten.: +359 2 8903417

yebeaity: www. bda.bg

4.9. Hpenolupane

TIps mamenma ¢ Bopmamia Gu0peuna (yHKIMS UPSAOIHPARETO € MAKO BEpOsTHO, TTPONBIARTEIHOCTTA
H2 OPOLCAYPATA € BAXHA 34 6B0peTHATA NOHOCHMOCT XHM BHCOKH SOSH HA KOHTPACTHO CpeacTso {tin ~2
=aca). [1pn coywaiino npeRosRpPaEe ¢6 MPENOPhYEA KOMNEHCATOPHA HAdY3HA KA TCTHOCTH H
enckrposaTd. B ciryuaii Ba npefo3Apane ¢ HeoOXoAMMO KOPHIMPAHE R BCCKH BOJICK HIH CICKIPOTHTCH
mucGaanc. Brbpesara Pynims TpaGea xa Gbva¢ MOHHTOPHDAEA B CICABAIATE 3 . AKo €
HeoOXOXAMO MOKE Af C6 TIPHJIONY XCMOARATM3A 38 OTCTPARABAHE HA HOAUKCAHON 0T OPraHMIMA HA
namacHTs. Hama cneunrdageH aHTHAOT, KaTO JEYEHACTO Ha IPEAO3HPAHETO & CHMITOMBTHIHO,

S, GAPMAKOJIOrAYHH CBOHCTBA
51.  DapmakomsaMEHH CBOHCTRA
DapMaKOTCPANEETHIHA I'PYNA; PEHITCHOKOHTPACTHH CPEACTRa, Homupanm, ATC: VOSABO9

TTpu uroxexripatc, OPraHuIHo CEBP3aHMAT HOX a0copSEpa PeHITCHOBHTE TEYM B KPHBOHOCHHTE
CHAOBC/THKAMHN.

3a NO-roAAMATA YaCT OT M3CRCABAHHTE XCMOAMHAMAYHY, KIHHMKO-XHMHYHH H KOAry TAHOHHA
OEPAMETPH CICA HHTPABSHOZHO MEDKEKTHPAHE Ha HONBKCAHON Ha 3npasy A00poBoM, He Ca YCTaHOBCHH
3HSTHMH OTKJIOHCHHS B CTOHBOCTHTE B CPABHEHHC ¢ TESH NIPEAH Mxexrupateto. Hakonxoro
RAOMOAABAHA POMEHR B N1a00PATOPHMTE MApAMCTPA C& GHIM MANKN M NPEXICHEHM KaTo TakuBa Ge3
KIHHAYHO 3HAYCHNE.




KpeaTHEEH > 44,2 nmol/L npr 3% or naumenTHTe # noprDchue > 88,4 umol/L npu 0% or natmesTiTe.
OcsoGosxzasanero Ha emsuma (anxanss Gocdarasa 1 N-anerwn-$-rmoxosamanmyasa) ot
MPOKCHMATHHTE Ty Oy THH KIETKH € NO-HHCKO OTKOMKOTO G164 HIKCKTHPABETO HA HEHOHHE MOBOMEDHM
KOHTPACTHH CPEACTRS, KATO N0A00Aa TeHICRIMH ce RADMOAI8a CHINO IPH CPABHCHME C HOHHITE
IMMEPHH KORTpacTHR cpeacrea. Buiamak ce nomacs mobpe or 6nlpeuprre.

52. @upmaxoxunerHanM cBolicTRa

Homaxcanon ce pasnpesens G5p3o B OPTaHEIMA C1C CPCAHO BPEME HA PARAPSICICHEE OXoN0 21 MyHyTH.
Buapnoaxr ofeM Ha PasIpeACIICHHS © CAHAKSS C TO3M Ha Ki3BbuKneTsauara reanoct (0,26 Vkg r.m),

KOETO NOKA3BA, 96 HOMMKCAHON C¢ PAMPCATAR CAMO B CRCTPALICITY TAPHAS 00cM.
He ca orkpara Merabomrma. CBRIBANETO ¢ OPOTCHANTE € NO-MANKO OT 2%.

Cpemsara CTORHOCT Ha CAMMABAIHOHANA TOIYXHEOT € OKOJO 2 4aca Ipy 31pasH BripacTan. ITpu Mamxu
ASLA CITHMHHHPAHCTO Ha HOZEKCARON ¢ yALMKeHO (hiz 0K0I0 4 waca npr HoBopoAenH). Moaukcanon ce
SKCKpeTHpA rirasso rmes 6nbpemare apea rnoMepymHa duummpamsn. [lpe 3apasy xoGposoia cren
HHTPABCHOHO HpraRCHEe, oxono 80% or NpanoxeHaTa 1033 0 HATHYBA HeMETabOMOMpaHa B YpHHaTa
B paMkirre Ha 4 qaca, 8 97% v pamxare Ba 24 vaca. Camo oxono 1,2% ot mrDkekTRpaHaTa 1033 Ce
SKCKPETEPS Mpes dexamuTe B paMKeTe Ba 72 9ach. MaxcAMANHA KORNICHTPAITAA B YPHHATA CC
YCTAROBABA NPHOIHMINTENHO 1 98¢ CAGA HIDKEKTHPAHETO.

He ¢ nabmopapana A030-3aBECHME KEHCTHKA B PAMIHIE Ha NPENIOPLABARMTE SO3H.

Crea RETpaTexanno NPANOKSHAES MONYMHBOTHT HA HOAHKCAHON ¢ YABDKSH, OTPAIABAL CKOPOCTTE HA
CIMMHHADAHE OT HCHTPAIHATA HCPBHA CHCTEMA B CHCTEMHATR LMKy Taums. BaaiMusT eeMBBaIRHORCH
NONYAKHBOT BAPAPa, HPA CPe/iHa crofinocT oxono 12 gaca.

53. IHpemcaumra pantk 3a Gexonacsocr

Hexomuummmre AaHAH HE TOKASBAT OCOOCH PHCK 34 XOpa Ha §a31aTa AR KORBCHIIMOHATHATE
(hapMakoNOrIIAY RIATBAHAA 38 6E30NACHOCT, TOKCHYHOCT TIPH MHOTOKDETHO IPHIATaHe,
FEHOTOXCHIHOCT H PEIPOAYKTHBES TOKCHIAOCT.

6. GAPMANEBTHUYHA JAHRH
6.1, CrHcbx HA NOMHINATE BECCTRA
Brwouenn ca CaeHHTe DOMONITHH BEINECTRA

TpomeTamon

Harpres xnopua

Kanumes xnopun

HartpreBo-Kanmmes €AeTarT

X1opoBoaopOnHa KuceHHA (3a KoprarApane Ha pH)
Boaza 3a moxexinm

pH #a npoaykra e 6,8-7,6




6.2, HecnecTHMOETH

Ipr munca HA NPOYMBAHHA 38 HECHEMECTHMOCTY, TORH JCKANCTBEH MPOAYKT He TPAOBA A3 C& CMECBa ¢
APYTH NCKaPCTBCHRA NPogykTH. Tps6Ba 4a ce H31I01138a OTAENHA CIPHHEIIOBKA,

6.3. Cpox Ha roaroct
3 roprm.
64. Cueupamn ycjioBRY HA ChXpaHeHuE

Konrefineprr pabea Aa ¢¢ CoXpanssa BB BHHINBATA KAPTOHCHA ONAKoBEKa. TIpOAYKTET B CTHKICHH
OTIAKOBKH 1 B NONMNPOTINICHOBH JyTHIKE MOXE 18 CC CHXpansmBa 40 1 mecew mpr remmeparypa 37°C,
3aNITEH OF CBET/HHA.

6.5, Buau chALPXAHHME HA ONAKOBKATR

Creinerm dnaxorn 1 Gy v
TIpogyxrsT e Ranenres B meseKaponsn Qaskond (20 ml) u madysuosnu Gyranxa (50, 100 x 200 ml). ¥

ABaTa BHIA ONAKOBKH Ca HAOPABCHA OT (eINBETHO BHCOKO YeToirpao SopocHmraTso crekio (Ph. Eur.

Tum [), 3amBOpes ¢ xan08yTanoss kayayxosH samywanky (Ph. Eur. Tew I), 3aneuaresy ¢ saocTaa
eeTHA muacTMacosa ilip-off” kanavia.

Domumpormnenorn Gyramm (USB)
bymumxwre or 50, 75, 100, 150, 200 u 500m! ca sersopess ¢ XanofyTwiosn xaydyxos sanywaiky (Ph.
Eur. 1am [}, craGaenn ¢ NAacTMACOBRE BHITTORBA KANAYKA CEHC JANMHTSH OPHCTCH.

mmm Nomnpomaienosn GyrwmH
Visipaque 320 mg I/mi 10 x 50mi
10 x 20ml 10 x 75ml
10 x 50ml 10 x 100 mi
10 x 100mi 10 x 150 mi
6 x 200ml 10 x 200 mi
6 x 500 mi 1 10 x 500 mt

He pewvku BHAOBE ONAKOBKH MOTAT N GbJAT YCHATH B IPOAAKGA.
6.6, CoamanHs npeanasHH MEpKH IPM RIXBLPJsHeE W pafora

Kaxro pcuyiar napeHTEpaNHE IPOSYKTH, PR yuo1peGa Busrnak 1pstha aa Guae Ornesan BHIYATHO 32
HANATHS HE TACTHIRM, IIPOMCHH B 1BETA M OETOCTTA Ha ONAKOBKATA.
TIpoayxreT Tpa6Ba A3 6bAc HITErIICH B CIPHHNOBKATA HCTIOCPEACTBEHO NPCAH ynmpeﬁm Gi:mmmne ca
HPEAHAsHAYCHHA CAMO 38 CAHOKPaTHA YROTPeha ¥ BCAKO HEMINOIIIBAHG KOISCTE

HIXBBPJICHO. .
Hpeau nprnoaerne, ce npenoprusa Brawnax aa 6nae saronncs Ao TenecHa Jembcpérys
Hemnonmsanast apoayKT HIH OTOATHIHATE METCPHANA OT HCTO TpAtBa s of Wy




KompacmomcpemmnﬁymmorSOﬂmlmn&amoe HINOMBA ¢ NOMOLITE HA ABTO
HIDKeKTOpH/noMIE onofpen 3a Teaw oGemu. Jla ¢ HAIONBA HEAPBR/Y AHA TPONEAYPA BA
HHKCKTHPARC.

Toapipaaiata 9acT Ba ABTO MEHRCKTOPA/OMNATA OTHRAINA KEM ManperTa TPpA0Bd 42 Obae CMEHSMA CIEH
BCeKH ManucrT. HeHsnon1nanoTo KOMEMECTBO KORTPACTHO CPSICTRO, KOCTO € OCTRHANO B Oy THINATA H
BCHYKH CRLpasaum TpOE TpalBa A2 ce BIXBEPRAT B KPAL HE ASHA. 32 yA00CTEO MOTAT JA CC H3O0M3BAT H
no-MamxH Gynupa. TpaGsa fa ce cnassar #ECTPYXIMATE HA TPOHIBOAMTCIY H2 ABTO
HEDMCKTOpa/moMTara.

7. OPUTEXATEJ HA PASPEINIEHMETO 3A YHHOTPEBA
GE Healthcare AS

P.0.Box 4220, Nydalen
NO-0401 Oslo,

Hopsersa

8. HOMEP HA PAIPEMIEHUETO 3A YIHOTPEBA

11-15790/14.11.2011
Per. Ne 20010930

9. JATA HA IbPBO PASPEHIABAHEMNOAHOBABAHE HA PAIPEHIEHHETO 3A
YIHOTPEBA

12.07.1995 — mepeo paspemanane
14.11.201] — nocnexHO NOAHOBABAHE HE DAPEICHACTO 34 ynorpeds

10. JATA BA AKTYAJIM3HPAHE HA TEKCTA
Anpun 2622




