KPATKA XAPAKTEPHCTHUKA HA TIPOIYKTA



s is N TEATA ATEHUUR N0 IEKAPCTEATA ]

- 1
Kparmid xapaKkmepucmuxa j nggyxn; ;;if;o:r;ﬂue -
Kot PR, NE covrnrsee sz
1. WME HA JEKAPCTBEHWS MIPOAYKT ! g [ yoy” ;_7}. ey gs
[V Rl SRS S o
Tagosuct 1,0 mmol/m] mpxexumonen pasteop Pa3speweHue T -
Gadovist 1.0 mmol/m1 solution for injection S e i

2, KAYECTBEH U KOMYECTBEH CbCTAB

| ml urokekLEHOHEH pa3TBOP crABPka 604,72 mg ranobytpon (gadobutrol) (exsiBaneHTHO Ha
1,0 mmol rago0yTpon, ceanpxam 157,25 mg ragonunmii).

1 tnaxoH ¢ 2 ml cuabpika 1209,44 mg ranoGyTpon,

1 dnaxon cbe 7,5 ml ceabpxa 4535,4 mg ragobyrpou,
1 ¢naxoH ¢ 15 ml ceubpixa 9070,8 mg ragobyTtpon,

1 ¢naxon ¢ 30 m) cuaspika 18141,6 mg ranoGyrpon.

1 6yTHika cee 65 mi ceasmka 39306,8 mg ragobytpon.

[MomowiHo BetecTro ¢ W3BecTHO AgkcTrre: | mi ceanpxka 0,00056 mmol (exBHBATGHTHO Ha
0,013 mg) narpuii (Bk. Touka 4.4).

33 OBJAHAS CHHCHK Ha NOMOUIHHUTE BEIIECTBA BUIKTE TOUYKA 6.1.

3. JEKAPCTBEHA ®OPMA
Vimxexunonen pasTeop
BucTpa, 6e3useTHa 5o 6neaoiniaTa TEIHOCT.

OUIMKO-XUMHIHH CBOMCTBRA:
Ocmonandrer nipd 37°C: 1603 mOsm/kg H,O
Buckosurer npu 37°C: 4,96 mPa's

4. K/JIHMHIYHH JAHHU
4.1 TepaneBTHAMHHA NOKAZAHAA

To3u exapeTBeH NPOAYKT © NpefHa3HaueH caMo 33 AMATHOCTHYHY Lend. aJoBMCT € IoKa3aH 32
yitoTpeba npH BL3PACTHH K JeUa OT BCHYKH BL3PAcTH (BKIIKOHHTEIHO AOHOCEHN HOBOPOACHH) 3a:

L KOHTpaCTHO YCUNBAHE NPU KPAHHATHO H CIIHHATHO H3ICNIEABaHe C AAPEHO-MAruHuTeEH pe30HaHC
(AMP).

e KoutpactHo ycunsate api AMP ra ueprua npo6 unn OwOpelTe Npy MALMEHTH, MPH KOHTO HMa
ChMHEHME 32 WK OelleRr Ha OTHHELIHH JIE3HH, 32 pasrpaHHYaBale Mexy A00pOKAUeCTREHH H
3NOKAYCCTBCHH JIC3HH.

¢ KoHTpacTHO ycuiiBaHe NIpH MarduTHO pesoHadcHa adruorpadus (CE-MRA).

T'agoBHCT MOXKE CBHILO Taka Na Ohae u3noa3pad 3a AMP Ha natonordn Ha HAIOTC TAIO.
Toii ynecHaBa BU3yanu3HpaneTo Ha aGHOPMHM CTPYKTYDH HITY JTE2HH M IOMara rnpH
Nu{epeHIHPAHETO MENAY 3/1paBa U NAaTOJNOTHHHO W3MEHEHA THKAH.




l"anoanc*r TPR6BB. Aa ce npynara caMo, KoraTo jMarHocTivHaTa PlHl'l)OpMaH,Hﬂ € OT CBhIIECTBEHO
3HAUEH¥E B He MOXe /ia OBAe MoTyyueHa ¢ MATHHTHO-pe3oHalcHa 0bpas3na quarHocTrka (AIMP) Ge3
KOHTPACTHO YCHIIBAHE.

4.2 [Jdo3upoBKA H HAYHH HA NIPHNOKEHHE

Tanosuct TpadBa Ja ce NPHIATA CAMO OT MEAHIMHACKHA CNENHANHCTH € OHT B KAHRHYHATA
npaxTHka c JIMP.

HaguH Ha npunoxkeHne

To3u nexapcTBeH NPOOYKT € CaMO 33 UHTPABEeHO3HO NPWIOKESHHE,

Heobxonumara 1024 ce npuiara HHTPaBEHOZHO Kato bonycHa MibkeKuHa. KoHTpacTHo yeHneHoro
u3cnensane ¢ AMP Moxke Jia 3an104He BegHara cijiel TORa (MaIKo C/IeR HHMKEKTHPaHeTO B 3aBMCHMOCT
OT W3NION3BAHATA MMITYJICHA MOCIE0BATENHOCT ¥ POTOKONA HA U3CIIE/BAHETO).

Omrumaned koutpact ce Habmionaea 3a CE-MRA no Bpeme Ha aprepuannara daza, a 3a HHC -
paMKnTe Ha OKONO 15 MHHYTH ciel WHXKeKTHpaHe Ha ['aZORHCT (BpeMeTO 3aBHCHM OT THDA Ha
Ne3UATA/ TEKAHTA),

CrkaHUpaHeTo MpH HHTeH3UTET Ha ftofieto T1 ¢ ocobeno nomxoAsmo 3a KOHTPACTHO YCHIIRAHE.

Tlo BR3IMOKHOCT BHTPECHIAOBOTO MPHAOKEHHE HA KOHTPACTHOTO BELIECTRO TPAOBA 14 ce M3BEPLIBA B
JETHATO MOonoKeHHe Ha mnaumeHta, Chel ¢aMOTO TNpWjiaraHe mnauMeNTWTe Tpaba na Obaar
HaGnrofaBaHy B NPOALDKEHHS HA NOHE [TOJIOBHH YaC, Thif KATO ONHTHT NOKA3BA, Ye MO-TONIIMa YacT
OT HeXXEeNaHUTe Peaklliy CE [IPOSBRARAT B TO3H HHTepBan OT BpeMe (BiK. Touka 4.4).

Yxkazanus 3a ynorpeba:

To3u fexkapcTBeH NPOIYKT € NpeAHAzHAYEH CaMo 3a eJHOKpaTHa ynotpeda.

JlekapcrpeHuaT NpoAyKT TpAGBRA na ce MPOBEPH BU3YalHO Tipeny ynotpeba.

T'apoBuct ve Tps6Ba Aa ce H3MON3BA, 2KO MMA 3HAYMMA NPOMIHHA B 1[BETA, B PA3TBOPA IUTYBaT YACTULHM
WIH ONAKOBKaTa € noBpeleHa. KourpacTHata Marepuf, KOATO He € M3D0N3BaHA NPH [akeHo
H3cnenBaHe, TPAOBa 1a Orae MIXBLplicHa.

lapopucT Tpsa6ea fa 6b/1e HATErIEH B CIPHHLOBKATA HENIOCPEICTREHO MpeiH ynoTpeba.
I'yMmenaTa 3anymanka He TpaGBa HMKOTa Aa ce npoboxkaa NoReye OT eHH ITbT.

AKO TO3M NeKapcTBeH NIPOAYKT ¢ TpelHasHa4eH 3a ynoTpeba ¢ aRTOMAaTHYEH HIKEKTOP, Herosara
NPHTOAHOCT 3a CHOTBETHaTa Yynorpeba T1pabepa na ObLae JAOKa3aHA OT TIPOWMIBOAMTCIA Ha
ofopyaBaHeTo.

BCHYKY IOMBAKATENHM YKAZAHMSA OT CHOTBETHHS MPOW3BOAMTEN HAa 00OpY/JBAHETO CHIUO TpadBa Aa
6BaaT CTPUKTHO CNa3BaHH,

Hosuposka

Tpsabea aa ce H3NON3BA HAH-HUCKATA 1033, KOATO OCUIYPABA JOCTATHUHO KOHTPACTHO YCW/IRAHE 3a
auarnocTHyHu vend. J{olara TpsadBa Ha ce u3uncassa Ha 0a3aTa Ha TENeCcHOTO Terjo Ha NMANMEHTAa 1

noapo6Ha WB(opMalHa B Ta3K TOYKA.




Bwapacmuu

UHC nokasauus

MpenopreusTenyara 1032 32 prapacthu ¢ 0,1 mmol Ha kwiorpam Tenecuo terno (mmolkg Tenecho
Ternio). Tosa crotserctra Ha 0,1 mikg TenecHo terno or 1,0 M pazraop.

Ako BbIpexH auncata Ha dcda JMP paxonka ocTaHe CEpHO3HO KIMHUYHO CHbMHEHHE 38 HAIMYUE Ha
Je3Ms WIM B CAydauTe, KOraTo No-npeiw3da vadbopManHs 6 nosmana BbpXy JNEYEHHETO Ha
NANMEHTA, € BH3MOKHO AONBJIHHMTENHO HipkexTHpare Ha MaxchumyMm 0,2 mi/kg TemecHo Termo mo
30 MHHYTH cJiell ITbpBATa HEDKEKIIAA.

Karo maHumanna gosza 3a macnegsane Ha IIHC, moxe na O6bme npunoxeHa gosa ot ¢,075 mmol
rafo6yTpon Ha KMNorpaM TefecHo Terno (ekeusaneHrHa Ha 0,075 ml l'anoBHCT Ha KMIOTPaM TENECHO
Terno) (BxkTe ToUKa 5.1).

AMP Ha uanoTo THI0 (¢ H3kmoyeHHe Ha MRA)
Obuknopeno npunoxenuero Ha ,1 ml agoruct Ha kg TenecHo Tern0 € MOCTATHUHO 32 OTTOBOP HA
KIAHWYHAA BLIPOC.

CE-MRA:

3a 1 3putenso none (3I1): 7,5 ml npu Tenecro Terno mox 75 kg; 10 ml npu renecne terno 75 kg u
no-roiamMo (cworeercrea Ha 0,1-0,15 mmol/kg Tenecno Terno).

3a noseye or 1 3purenyo none (3[1): 15 ml npu TenecHo terno 1o 75 kg; 20 ml npu renecuo Terno
75 kg v mo-ronsmMo (croraerctsa Ha 0,2-0,3 mmolkg TenecHo terno).

Creyuanny nonyrayuy

bulpeyno yspexnane

[aposucr TpsabBa fa ce HANON3Ba NPH NALIMEHTH ¢ Texko GrOpeuHo yBpexmaHe (TMoMepyHa
dunrpauua (GFR) < 30 ml/min/1,73 m?) 1 ripu nanseHTH B NEPHONEPATHBHUS NEPHOI HA
4epHOAPOOHA TPIHCIUIAHTALMA CJIEMA BHUMATENIHA NPeleHKa Ha PUCKOBETE H MONZHTE H aKO
JIMarHOCTHYHATA HHOOPMALTHA € BAXKHa H HE MOKE A2 Ce NOJYYH ¢ HeyCHIIeH ¢ KoATpacT AMP (Bx.
Touka 4.4). Axo ce Hanara I'anosHCT fa Oble W3NON3BaK, 103aTa He TpAOBa fa HAJBHIIABA

0,1 mmol/kg TenecHo Terno. He Tpa6Ba ma ce Hanonssa AoBeye 0T eaHa K033 npH ckanupade. [Topamn
JATICATA HA HHGOPMALMY 33 MHOTOKPATHO NIPUIIOKEHNE, I a/JORUCT HXEKLIHOHEH PasTsop He TpaOBa
[a ce TIpHnara MHOTOKPATHO, OCBEH 4KO HHTEpPBanbT MEKAY MIKEKUINMTE € HE [10-MaJIKO OT 7 JHH.

IleguaTpH4Ba NOMyJIANMA

3a feiia OT BCHUKM BBL3PACTH (BKIIOYMTENHO AOHOCEHM HOBOPOAEHH) NpEnophudTeiiHaTa [03a €
0,1 mmol ranoGyTpon Ha kg TenecHo Terno (exkBruBanentHo Ha 0,1 ml 'anosuct va kg TenecHo terno)
34 BCHYKH rokazanms (Bx. Touka 4.1).

Hosopoaenn a0 4 ceiMuuHa BL3PACT H AeNa 00 1 rojaniAa BsL3pacr

TMopanu HepassuTtara OnOpeuna dyHKLMA TPH HOBOPOAEHH A0 4 celMMYHA BB3PACT W IeLa 10

1 rogmwda se3pact, [anosuct Tpabpa fa ce U3NON3BA NPH TE3W NALKEHTH CaMO ClIe SBHUMATE/HA
npeueHKa Ao3a Ja He vajsitara 0,1 mmol/kg tenecHo terno. He Tpabsa pa ce m3nonzsa noeeye oF
e/iHa JO3a [0 BpeMe Ha ckaHupaHeTo. TJopany nuncata Ha MHAOPMaIlMA 38 MHOTOKPATHO
npHIoKenue, [anoBacT MIDKEKIHA He TpIOBa da Ce MOBYAPAT, OCBEH aKO MHTEPBANBT MEXY
UHMKEKIHHTE e Hal-Manko 7 JHH.

Crapuecka Bb3pact {65 roannu u nopeue)
He ce Hanara Kopekups Ha 103at1a. Heo6x0nuMo € NOBKLIEHO BEHMAHHE NIPH [ALUHEH
Bh3pactT (Bx. TOUKa 4.4).



4.3 Tporunonokazanus

CBphXYYBCTBHTENHOCT KBM aKTHBHOTO BELIECTRO KITH KbM HAKOE OT NOMOLIHUTE BELICCTRA,
n3bpoeHu B Touka 6.1.

4.4 Cpenuanuy npenynpexieHHs B IPEANAIHN MEPKH HPH YOoTpeoa

HPH HHXCKTHPAHE Ha YanoBueT BBLE BEHM ¢ TeceH JYMEH vMMa BEPOATHOCT OT NOABRE HA HEMCENAHH
peaKUMK KaTo 3a4UCpRABAHE U OTOK.

CT&HI(&pTHHTe #3uckBanna 3a HesonacHocT IpY Wicliegeade ¢ MArHuTeH PE3OHaHC H ocobeno OHE3H,
33 M3KNTIOUBAHE Ha (i]epOMaFHHTHH MaTepHany, BaXKaT H KOraTo ¢€ M3noj3ea raJIOBHCT.

Peaknpy Ha CBPLXYYBCTEUTEIIHOCT

KakTo NpyrdTe MHTPaBEHO3HH KOHTPACTHH CPEICTBa, NpWiIokKeHyseTo Ha ajosucT Moke na Gbue
CBBP3aHO C aHaPHNAKTONIHA PEAKLMM/PEaklii Ha CBPBXYYBCTBHTETHOCT HITH APYTH HAHOCHHKPA3HH
peakiui, XapakTepu3vpaliy ce cbe ChPASYHO-CHAOBH, pPECHHPATOPHH WIM KOKHM TIpOSBH, H
BAPMPAILIM 10 TEXKU PEAKLMH, BRAOUATENHC WIoK. YIo NpruIMi, NalMeHTHTe Che ChpAeYHO-ChI0BH
3260ABAHKA €A N0-YYBCTBUTEIHN KBM TEXKM peakUMH Ha CBPBXYYBCTBHTEIHOCT OLC CEPHO3EH WK
Jopy dhaTaieH Hixon.

Pucker or PEAKIIHA Ha CEPBXYYBCTBHTCIIHOCT MOXKE M4 OB/e 110-BHCOK B cnyqaﬁ Ha:
- NpeAHIIHa pEAKIIHA KhM KOHTPACTHH CPOACTBR

- aHaMBaesa 3a 6pomma.nﬂa acTMa

- aHaMHe3a 3a aJISpruyiy HapyweHHs

[1pr nanyenTy ¢ ANEPriyHa NPEAMCIO3MIMA PELISHHETO 32 NPHWIOKeHHE Ha ['azoBHCT Tpabea na
CE B3eMe clie]] 0co0eHO BHUMATENHA IPELEHKA Ha ChOTHOLIEHMETO PHCK-TION3A.

TlopeueTo OT T3 peaKUMH BE3HHMKBAT JIO ITONOBUH Uac OT NPUIOKeHHeTo. [lopagy Tosa ce
npenopkusa HabMoAeHUe Ha TIAIMEHTA Cle/l NPOLERYPATa.

HeofxomuMo e wHamd4yWe HA JleKapCcTBEHM TNPOAYKTH 324 JIEHGHWE Ha peakuuu Ha
CBPBXUYBCTBHTEJIHOCT, KAKTO M TOTOBHOCT 3a [peNNpHeMaHe Ha CIHEITRH MepKH IIpH
HeobOxonuMocT (BinK Touka 4.2).

Panxo ca nabmioaaranu 3aGaBenn peakimy (clien yacoBe 10 HAKOIKO AHH) (Biok Touka 4.8).

Vepenena §ppeuniata byHkims
Hpenoprsupa ce npean npuaokennero Ha I'ajoBucT BCHUKH NANHMEATH 12 0bAAT CKpHHHpanH
3a GrOpeuna nuchYHKIAA NocpencTBOM JafopaTopHH TecTOBe.

Crobmasa ce 3a ¢iTyuau Ha He(porenna cucremua ¢uGposa (NSF), cpbp3aHa ¢ M3IION3BAHETO HA
HAKOM KOHTPACTHH MATEPUH, ChABKALIN NAZOMMHHIH, TIPH NALMERTH C OCTPO MITA XPOHUYHO TEKKO
6n6peurio  yepexaane (GFR <30 mi/min/1,73 m?). TlauuenTnrte, nopnomenn Ha wepHoxpobHa
TPAHCTINAHTALINA, Ca M3NOKEHH Ha Oco0EHO BMUCOK PUCK, Thil KaTo wecTorata Ha ocTpa OnOpeuna
HEIOCTATBUHOCT € BUCOKA B Ta3# Ipyna.

Topanu pr3amMoxHara nosiea Ha NSF npu ynotpe6a Ha 'agoBHCT, NpH NalMesTH ¢ Texko OuOpeuno
YBPEKIAHE W MPH RAUACHTH B NEPUMOTIEPaTWBHMA TIEPHOJ Ha 4epHOApoOHa TpaHclaHTauka Tokl
TpabBa Ja ce M3MOJ3BA CAMO cClel BHUMATeNHa NpelgHKAa Ha pPHOKOBETE M fioA

AApeHO-MAarHUTEH peaonanc (IMP),

HOMEFaHeTO Ha XeMOOWaiila CKOpe CIed NPHIICKCHUC Ha [anosucT Moxe
EMHMHHHPAHETO Ha FMOBHCT ot tanoro. Hama JAaHHH, KOWTO fOa [I0OKpe



XEMOQHANIN3a KATO HAUMH 33 npeanaseave oT pa3suTie Ha NSF unu nedennie Ha NSF mipH nauneHTH,
KOMTO He ca OWITH MOJA0KEHH BeUe Ha XEMOIAMATH3a,

Horopoaeny 4 KbpMauera

TMopanu Hepazeurara OnOpedna QyHKIMS OPH HOBOPOAEHH No 4 cenmMMYHa BE3PACT W OEHA [0
1 roautnya BB3pact, I'anosuct TpabBa Oa ce M3MON3BA TPH TE3H MAIMEHTH CaMO Cllefl BHHMATETHa
npeLeHxa.

Crapyecka ¥B3pacT

Toit Karo 6LOPeUHHAT XIMPBHC Ha ranodyTpon Moxe Aa Oble YBpeaeH NPH MaldeHTH B cTapuecKa
Bmpac"r, oT 000661'!0 BAXHO IHAHCHHC € MA{ITHEHTHTS Ha Bb3pacT 65 TOAWHHU K NOBEYE A 6’5,]1&’[‘
CKpHHHpaHH 3a 6rOpedra aucdyHkama,

IlosBa Ha TLPYORES
HeoGxonumo € 0co0eHO BHEHMauMe Tpd NAUMEHTH C HUCHK TIPAT Ha OfBA HA bPUOBE, MOAO0HO Ha
BCUYKU APYTH KOHTPACTHH BEIIECTRA, CHILPKAM TafoMHUHA.

Homomnkn seillecTBa
Tosn neKkapcTseH MPOAYKT ChABPKA Mo-mManko oT | mmol rarpuii (23 mg) Ha xo3a (B3 OcHOBa Ha
CPEAHOTO KONMYECTBO, NPUNaraHo Ha 70-KaiorpaMos 9YOREK), T.€. M0 CBIZECTBO TOH “He CBIBpIKA

[T}

HATpHH™.

4.5 BiaumogeicTBHE ¢ APYTH JeKAPCTREHH NPOAYKTH U ApYra GopMa Ha B3anMoneHcTBRE
He ca nporexnany NpoyUBAHHA 34 B3aUMONEHCTBHATA.

4.6 @eprpanTerT, HpeMEHHOCT U KbPMeERE

bpemenHocT

Hama pocrarsudo ZaHHHA 3a ynorpebara Ha rafo0yTpon mpu OpeMeHRH sxeHn. MsnuTeanmara nipy
JKMBOTHM MOKa3BAT PENPONYKTHBHA TOKCHYHOCT CJIe/l MHOFOKDaTHO JIpUNOXEHUE HA BHMCOKH N03YU
(BK. Touka 5.3).

FagoBucT He TpabGBa A2 ce M3NOT3BA IO BpeMe Ha OPEMEHHOCT, OCBEH KOTATO KIHHHYHOTO CHCTOSHHE
HA JKEHATA He BaNara M3MON3BAHeTO Ha ragofyTpon.

Kbpmere

KoHTpacTHHTe MaTEpPHH, ChIBPIKALIM FAN0IUHIH, C¢ eKCKPETHPAT B KbPMAaTa B MHOTO MATKH
KOJIHYeCTRA {(BX. TouKa 5.3). B KIHHUYHM 003U HE Ce 04aKBaT edekTH BLPXY NETETO Nopagid MANIKOTO
KOJIMYECTBO, KOETO ¢ eKCKpeTHpa B KbpMata U ciiabara aGcopbius ot uepbara. Jlekapat u
KbpMelnara Maiika Tpabpa oa RieMaT pelleHie JaaH KbPMEHETO 4 NPOXBIDKH HIH 4a Oblie cnpgHo 3a
nepHoa or 24 vaca cnej npunoxkenueTo sa Fagosucr.

Qepriaurer
HBCHE,HB&HMS!T& NpH XHBOTHH HE [TOKA3BAT YBPCIHKAAHE HA (bememeTa.

4.7 Ed¢extd BLpXy ciiocoSHOCTTS 3a Wodnpane H padora ¢ MAITHHA
HenpunokdMo.
4.8 Hexkenann nexapcrBedn peakudu

O6uiuat npodun ua GesonacHocT Ha 'azioBHCT Ce OCHOBaRA Ha JIAHHWUTE OT NORE
B WIMHHMHHTE H3TMTBAHNA ¥ OT OCTMAPKETHHIOBOTO Habnonexue.




Haii-uecTo HaBmogaBaHuTe HEXENAHW NEKAPCTREHU peakuuu (> 0,5%) mpH nmauMeHTH, HA KOHTO €
npunoxeH I'agoruct, ca rnasobonue, rasieHe W 3amalisane.

Hali-cepHO3HATE HeXENaHW Peakuuy MPH MAMHeHTH, Ha KOHTO & IpHnoxKeH [aoBHCT, ca CHpAgUeH
APECT W TeXKH aHAQWIAKTOMMHH peaKiii (BKIIOYHTENTHO PECOBPATOPEH apecT W aHaHIaKTHIEH
WIOK).

3JabaseHy aHapUNAKTOMIHM PEAKLUAM (ClIel 4acoBe N0 IHH) ca HabmoaaBaHH pARko (k. Touka 4.4).
TlopedeTo OT HexKeTaAHNTE PEAKIMY Ca C JIeK [0 YMEPEeH MHTEH3HTET.

HaGmonapauure HexenaHu peakuuu ¢ I'agoedcr ca npescraBeHM B taimuara no-aony. Te ca
wiacuduudpans 1o cucreMo-oprausn  xitacore (MedDRA). HsnonssaH e Haii-noaxonspmust
MedDRA TepMuH 32 OnMcaHMe Ha ONpeAeneHa PpeaKIMA H HEHHHTE CHMOTOMHM M CRBP3aHH
CBCTOAHHS.

Hesxenanute exapcTBeHH Peakiidy OT KTHHHYHMTE HITHTBAHNAA €A KNacu(pHUKPaKHH CIIOpel TAXHATa
yecToTa, ['pyrHTe MO 4€CTOTa Ca ONpPEIeNeHH CBHITIACHO C/ENHATa KOHBEHLHA: wectd: =1/100 no
<1/10; neyecti: =1/1000 mo <1/100; pemxm: 2i/10000 go <1/1000. HexenaHuTe IeKapCTBEHU
peaxipu, HHBHTH¢HHHP3HH €IMHCTBEHO TIPH TIIOCTMAPKETHHIOBOTO Haﬁmo,aeune # 34 KOHTO HE MOXKE
Ja Ce ONpeseNid 4eCToTa, Ca MOMECTEHH B ,.C HEM3BEeCTHA YeCTOTa .

lefl BCAKO MPYIHPAHE B 3aBHCHMOCT OT HECTOTATa, HOKEMAHMTE NIGKAPCTBCHH PEAKIINY C¢ H36p0HBaT
B HH2XOAAIN pEA MO OTHOIIEHNC Ha TAXHATA CEPHO3HOCT.

Tadaana 1: Hexestann JEKApPCTBCHH pPeaKNuH, CHOGUIABAHY B KYHHHYHATE MINUTBAHAS HAH
no ppeMe 0 NOCTMADKETHATOBOTO Habfoienre IIpH DABBRCHTH, JIEKYBANH C Tagosuer

Cueremo-opranes Hectn Heuectu Penxn C neusBecTHa
KNac 4ecToTa

Hapymenns Ha CeprpxqyBCTBHTENHOCT/
HMYHHATA aHaguAaKTOMIHA
cHeTeMa peakuma ™ (Harp.
aHadWIAKTORACH
mok®*, upryaaTopeH
Kosanct*,
peCnMpATOpEH apecTt™,
Benogpoben

otox¥* Gponxocnazem?,
umaHosal,
opodapuHreaneH
oToKY*, napuyreanen
orox, xunoronus*,
TNOBHIUEHO KPLBHO
Hangrane®, 6ojka 8
TBhpAWTE’, ypTHKApHS,
OTOK Ha JIMIETO,
anruoenem®,
KOHIOHKTHBUTY, OTOK Ha
KienaunTe,
3a4EPBABAHE Ha




NKRNETO,

XUMIEPXHAPO3a’,

Kauuiuia®, kuxase’,

yceuwane 3a napene’,

Greanoct?)
Hapywenns na Imasobonne 3amaiisane, 3ary6a ua craunadae®,
HEPBHATA CHCTEMA Hucreyaus, [Tapecresus | Kousyncus,

HapocMmus

Crpaednu Taxuxapans, Cepuedex
HADYIIECHHAS Hanpraumun apect®
Pecnapatopnn, JIacrines*
rpLAHA B
MEJHACTHHAIHH
HapyueHns
CromamHo- lNagene topprmane CyxoTta B ycraTa
YpeBHH
HAPYIIEHHS
Hapymenua ga Epurem, Hedporerna
KOMKATA H Crpbex (BrL. CHCTEMHA
HOIKOKHATR TeHepanuaMpaH dubposza (NSF)
THKaR chpbex),

O6pue (K.

TCHepaIH3upaH,

MaKyJapeH, HanyIapeH,

corpbsiu 0OpuB)
O0uu napymesns Peaxims ua msctoto na | [puansasaxe,
H etheKkTH AR vHxekTHpane?, Yeeuiase 3a CTyn
M#ICTGTO Ha Yeenlane 3a TOMUIBHA
OpHIcKEHHEE

*  cpoBiapann ¢a KMBOTO3ACTPAILARAMM CIIYYaK MUK enyuan ¢ daTaleH Hi3xol npu Tazy HITP

# Huxo# ot otaensuTe cumnroMu Ha HJIP, uz6poeny KaTo CEpBXYYBCTBUTENHOCT/ aHah MK TOWAHE
PeaKus, YCTAHOBEHY N0 BPEME Ha KTHHHYHHTE H3NUTBAHKS He € JOCTUrHAA NO-TONAMA HecToTa
OT ,,peIKH” (C WIKNIOUEHHE Ha YPTHKAPHA)

§  CeppXuyBCTBUTENHOCT/AHAGUIAKTOMAHY PEAKIIMH, HASHTHLEPAHK CAMO [Tpe3 BpeMe Ha 10CT-

MApPKETHHTOBOTO HabiloeHUe (¢ HEN3BECTHA YECTOTa)

Peakupure Ha MACTOTC Ha HHXKEKTHPAHE (Pa3fIndHy BHIOBE) BEMOYBAT CACAHUTE TEPMHHM:

€KCTpapa3ailyA Ha MACTOTO Ha UIDKeKTUPAHE, ITapeHe Ha MACTOTO Ra HEDKEKTHpaHe, yeemane 3a

CTYA Ha MACTOTO HA MHXKEKTHPAHE, 3aTOMISIHE HE MACTOTO Ha MIDKEKTHPaHe, epuTeM Wik o0pus Ha

MACTOTO HA MHIKEKTHPaHe, DOJIKA Ha MACTOTO Ha HHXKECKTHPAaHe, XeMaTOM HAa MACTOTO HA

HHXEKTHDAHE,

MHauwenTn ¢ ajeprudHa NpeanCnoInMa CTPaJaT No-4eCcTo OT OCTAHANIMTE OT PeaKkuni Ha
CRPBXYYBCTRATCITHOCT.

CrofiliaBady ca H3OIMPaHY Ciy4au Ha HedporeHna cucremua Qubposa (NSF) ¢ 'anosueT (BK.

T04Ka 4.4).

NAapaMETPH, BIIIIOYBALIY NOBHITABAHE HA COPYMHHA KPEATHHHH.

[TeanaTpuuna nonynaus
Bw3 ocHoBa Ha ABe KIMBEHUHHE u3nuTRaHu da3a LI ¢ ennokparsa aoss npa 13

BB3PACT MEXAY 2 1 17 roansy 1 44 nanveHTH Ha Be3pact ot ¢ 1o nog 2 roauay




HECTOTATA, BUNLT M TEKECTTA HA HEXEJAHHTE PEAKLHHM TIPH AeLA OT BCHHUKH BE3PacTH (BKIFOUHTEIIHO
JAOHOCEHH HOBOPOAEHH) Ca B CHOTBETCTBHE ¢ NMpodu/ia Ha HeXeNaHHTe CEOUTHA, H3BECTHH NPH
BpapacTHuUTE. Topa §e notespiaero BeB (asa IV npoyusaune, BxiouBaio nosede of 1100 neua n
IOCTMApPKETHHroBo Habmonenue.

Crofulapane Ha I0JI03UPAHY HENETAHH PSRKLIHH

CrobLiaBaHeTo Ha MOJ02MPaHK HEXENAHH PEaKLIMy CIIE PaspeliaBaHe 3a ynotpe6a Ha NeKapCTREHHA
TIPOAYKT € BaxkHO. ToBa no3BonABa 12 NPOALIIKY HAlIIONEHNETO Ha CHROTHOMISHUETO ON3a/PHCK 32
nekapcTBeHna npoaykt. OT MERHUMHCKITE CICUMATHCTH C& M3MCKBA Ad ch0biaBaT Boaka
[003MPAatA HEXKENAHA PEAKLKA Ypes

HansannTenna aresups no nexapeTsara

v ,Jdaman I'pyes” Ne 8

1303 Cocua

Ten.: +359 2 8903417

yeOcaiit: www.bda.bg

4.9 Ilpeaosupane

MakchimanHaTa enHOKpaTHa NHEBHA 033, TECTBaHA IIpH Xopa, e 1,5 mmol ranoBvrpon/kg TesnecHo
TErI0.

o MoMeHTa He ca AabmromaBaHd HNPHU3HAIM HA WHTOKCUKALMA OT IPENO3MpaHe B paMKHTe Ha
KITNHHYHO TPHAOKEHHE.

B ciydait na npegosupale O HeBHUMAaHWE, KaTo fIPSAa3HH MEPKH Ce IIPENOPHYBAT MOHUTOPUpPAHE
ua cepaeunara pynxuus (8. EKD) u kourpon na 6s6peunara dyHxnns.

B cnyuali Ha npenosupase fpd naugeHTH ¢ OBOpeYHa HedOCTATBYHOCT I ajoBHCT MOKe Aa ce
eMMHHUPa OT OpraHdzMa dpe3 xemoauanu2a. Cnen 3 xemonuanu3uu LyKe1a npubanzurento 98% or
BEINECTBOTO Ca CIIHMHHHPaHH oT DpTaHHSMa. HﬂMa 063‘!3 JAHHH 34 TOBd, 4H¢ XEMOAManHiara e
IOX0RAINa 32 fpeaAna3eane OoT HeporenHa cucreMua tudposa (NSF),

5.  ®APMAKOJOI'HYHE CBOIICTBA
5.1 ®@apMakoIMHAMHYHH CBOHCTBA
(apkamorepanesTHuHa rpyna; [lapaMarauTau xoHTpacTHH cpeactea, ATC xon: VO3C A09

MexannyeM Ha gelicTBue

3acunBamuaT KoHTpacTa edexT ¢ce arke Ha ragobyrpon — selioner xommneke ot ragonwHuif(IIl) u
MaKPOUMKNHYHKA JHraHI AHXHAPOKCH-XHAPOKCHMETHINPOIHA-TeTPAa3alMKI00AEKAH-TPUOLIETHA
Kuceauna (Gyrposn).

DapmakogaHamuaay edextv
CrtenenTta Ha penaxcauus Ha rapnofyTpon, H3MepeHa ir vitro B dYOBGIIKA KPLB/MTnazMa npu
(HUMONOTMYHU YCIIOBHA W IPH KIHHUHMHO 3HaYHMa cHia Ha noneto (1,51 3,0 T), e B rpanmimTe or
3,47 — 4,97 {/mmol/sec.

B IMHWYHM A03M H3pa3eHaTa CTENEH Ha penakcauus Ha rajo0yTpon BOJM [C CKBCABAHE Ha
PENaKCAIHOHHOTO BpeMe Ha NPOTOHHTS Ha BOAATA B TEKAHMTE.




OT URNHA TaJONWHWMH, Noka3zBaliku BHCOKATa KOMIUIEKCHa cTabHnHOCT Ha ragolyTpoad npu
HINKTBAHHUTE YCITOBHA.

Knauudna edrxacHocT

Ipu eaxo ocHopHo npoyuBaHe ot (aza (Il upu yeprHOZpoOHA NATOAOrHA CPEAHATA YUYBCTBUTENHOCT
apu komOunupad AMP npeau u criex NpHiokeHHe HA KOHTPACT NPH NMAUMEHTH, HA KOUTO €
npunoxked [anosuct, e Ouita 79%, a coeunduunoctra — 81% 3a oTkpWBaHe HA ne3uH M
AvidepeHIpate HA eBEHTYATHH MANHTHEHH YepHOAPOOHN Ne3rH (aHanu3 Mo MALWeHTH),

IIpn enno ocnosHO Apoyysase ot Qasa [l npu O6vOpeuna matonords cpenHaTa YyBCTBHTENHOCT €
Guwita 91% (anam3 no naupentn) 1 85% (aHanuz 1o Jje3un) npi oTaHdepeHIEPAHETO HA MANUTHEHH
1 Benurneny 6u6peuny nesy. CpepHara cnelUGHABOCT NPy aHANK3A 110 NauveHTH € 6una 52%, a npu
aHanu3a no nesuu — §2%.

VBeNUUeHHETO Ha YYBCTBHTENMHOCTTA IIpH koMbuHupan SIMP nipeny u ciea IpUAOKEHHE Ha KOHTPACT
B cpaBHerwe ¢ AMP npean KOHTpacT Npy NAalMEHTH, Ha KOWTO € Npuisoxker I'anoeuct, e Buno 33%
upu yepHoapoOHa naTonorng (aHamH: 1o nauueHTH) H 18% npn 6n6pevna natonorus (aHanE3 no
HAWACHTH H aHATH3 110 Je3HH). YREIHUCHHETO Ha CiteupduyHOCTTa npH xoMbunmpau AMP npeau u
cJie] NPIIOKEHNE Ha KOMTPacT B cpasdenne ¢ AMP npean xonrpact e Orno 9% npu uepuoapobua
NATOJIOTWA (BHANNZ TIO MTALHEHTH), JOKATO NpH Os0pednara NaTolorui He € YCTAHOBEHO YBEMHUCHHE
Ha cHeUHHUUHOCTTa (AHAMU3 [0 NAIMEHTH H AHAITN3 110 JIE3HH).

BCHUKH pe3ylTaTH €& CpedHM CTOMHOCTM TpW  TIPOYYBAHWA, 34C/IECHd 33 pasudTallHTe
H300 paXkeHuATa,

B xnuavyHo m3auTRaHe, NIARKPAHO KATO MHTPaHHAMBHAYAITHO, KPRCTOCAHO cpaBHeHye, [anosucr e
CpaBHsBAH ¢ MEerTIyMUHOB raforepat (¥ xBara B jiosa ot 0, mmol/kg) 3a Buzyanusupane Ha YCHIIEHH
MOZBYHH HEOIUIACTHUHH Ae3ud pd 132 nauneHTH.

[TbpeuYHaTa KpaiiHa Touka 32 e@uxacHocT ['anoBNCT UM METTTYMMHOB rafioTepar € o61oTo
NpeaIoYHTaHHE Ha MeJHaHHNA 3aciieneH yetel. [{o-nodpata edukacHocT Ha I aJ0BHCT € A0Ka3aHA
cbe croiinoct Ha p ot 0,0004, ITpeanouvitanue koM afoBuCT € gajaeno npH 42 namenty (32 %) B
cpaBHeHH¢ ¢ 0OUIOTO NIPEANOYUTAHNG KEM FafoTepareMeriyMut npy 16 nanuenti (12 %). [ipu

74 nanuenTH (56 %) He € NaNEHO NPSANOYHTANHE KBM €RHOTO WM APYTOoTO KOHTPACTHO CPENCTRO.
3a BTOPHUYHWTE NPOMEHITHBY € YCTAHOBEHO, Y€ CHOTHOLIEHHETO ,,JIe3UA KbM MO3BK™ € CTATHCTHHECKH
no-ercoko 3a [agoruct (p < 0,0003). IIpouenTsT Ha ycHnBaHe © Ho-BUCOK Npy ['a10BHCT B
CPaBHEHWME ¢ METTTYMHHORB FaA0TEPAT CbC CTATHCTHUECKH 3HAUKMMA Pa3/IHKA 38 3aCHENCHHA Pa3YATaII
u3obpakenuata (p < 0,0003).

CbOTHOUIEHHETO , KOHTPACT KBM IIYM” MOKa3Ra MO-BHCOKA CPEAHA CTOHHOCT el NPHNOKEHHE Ha
Tazosuct (129) B cpaBHeBue ¢ MeTTyMuHOB ragorepar (98). Pasnykarta He € CraTUCTHISCKM 3HAYMMA.

B npoyuBaxe niIaH@pado KaTto HRTPAHHAMBHIYANHO, KPBCTOCAHO cpaBHeHKE, rafobyTposn B HaManeHa
noza ot 0,075 mmol/kg e cpaBHeH ¢ MeTyMHHOB rajOTEPAT B HETOBATA CTaH{apTHa Aosa ot 0,1
mmol/kg 3a konTpactuo yenneane ¢ AMP na HHC npu 141 naumeny ¢ yeunsane wa nesun B 1HC
Bopxy AMP ycuned ¢ meriiyMutos ragotepat. [TepBuddute NPOMEHANBH BKHOYBAT KOHTPACTHO
yCuJIeHa ne3us, MOpOITOTHA Ha Te34ATA H OYepTaBade rpanuuaTa Ha ne3uara. CHEMKHUTE ca
AHANW3KPAHU OT TPUMA HE3ABUCUMH 3achicriesy pazunrainy. He no-manka eeKTURHOCT CIpsaMO
METJIYMHHOB ralOTEpaT 34 CTeneHTa Ha nogobpenne Ha Heycunern AMP e nemoHcTpHpaHa 3a BCRUKH
TpY IbpBHYHM MpoMeHanaH (oHe 80% ot edexra e 3anazeH), 6a3upano HA OCPEAHEHH JaHHM.
Cpeanust Gpoii e3ull oTkputy ¢ ragobyrpon (2,14) v ragotepar (2,06) € cxoned.

TeapaTpyyuna ponynanus

IpoBeneHy ca NBe NPOYUBABMA C SIHOKparHa fo3a BB (aza /I npu 138 ne O
mnaHupany 3a CE-AAMP ua LH[HC, uepen apob u 6w0peny wm CE-MRA, u n@x "fﬁ’ i
BE3pacT ot O no nog 2 roguHe {BKIOYHTENIHO AOHOCEHH HOBOPOAEHH), TLTAHHD WE3 '
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pytiaHO CE-AMP Ha Beaka obmact or Tanoto. [oxazaHum ca [OHArHOCTHYHZ CGPHKACHOCT W
YBEIMYCHHE HA JWArHOCTHYHATA CTENeH HA CHTYPHOCT 33 BCHUKH [1dDAMETPH, OUEHABAHH B
npoyUBAHMATA, G&3 pasfiHKa MEKIY NeJHaTPHUHHTE IPYITH B CPAaBHEHHUE C BB3PACTHHTE. I alOBHCT ce
nonaca noGpe BbE BBNPOCHATE HPOYYBAHHA CBC CHUGMA Mpodun Ha Ge30nmacHOCT Ha ragobyTpon,
KAKTO NpPHU BHIPACTHH ALUHEHTH.

Knunuuna §e300acHOCT

TUIbT ¥ YECTOTATA HA HEKEIAHWTE DEaKUMW cliel TPWIoKeHHe Ha [ aloBHCT NpH pasIyMyHu
NOKA3AHMA C4 OUEHEHH B TOJIEMO MEXIYHAPOIHO MPOCIEKTHBHO HEHHTEPBEHLIUOHAIHO NPOYYBaHE
(GARDIAN). Homynamusta 33 Oezonacuoct simousa 23 708 mauyesT# 0T BCHYKM BLIPACTOBM
rpynu, BkmounTenHo aeua (n = 1 142; 4,8 %) u e3pactau (n =4 330; 18,3 % Ba BB3pacT Mexmy
65 1 < 80 rogunn u n = 526; 2,2 % na pu3pact > 80 roguun). Cpennara sbipact ¢ 51,9 roaqund.
JimecTta u asama naupeHtd (0,9 %) cnobmasar za obmo 251 wexenamm csburng (HC), a 170 (0,7 %)
cb06inaraT 215 ¢s0MTHA, KATETOPHUINPAHKM KATO HEXKeNaHH nekapcteenu peakuyu (HIIP), noeevero
(97,7 %) OT KOHTO C2 JIEKH JIO YMEPEHO TEKKH N0 MHTCH3HBHOCT.

Haii-uecto noxymentupanyre HIIP ca rapese (0,3 %), nospswane (0,1 %) 1 3amasnoct (0,1 %),
Crenewura Ha HIIP e 0,9 % nipy sxenu u 0,6 % npu Mexke. HaMa pazauxa e crenenta Ha HIIP cnipamo
no3ara rapodyrpon. Yervpn ot 170 natments ¢ HJIP (0,02 %) ca nanuTany cepro3HM HEXEnaHH
cebuTas, ¢ ea80 cp0MTHE (aHADUIAKTHYEH LLIOK), AOBEMNO 10 (haTaNeH U3XOL.

B neanarprusara nomynauna HC ca crnobwenu npu 8 or 1 142 (0,7 %) neua. Ilpu wecr neua tesu
HC ca xnacupuumpany kato HIAP (0,5 %).

bn6peudo yepexane

B npocnektspHO dapmakoemigeMuonorduHo npoyusade (GRIP) za oneHka creneHtas Ha
HOTCHIMANHIA PHCK 3a passuTHe Ha NSF npu nagwents ¢ OpOpeuno yepexxmane 908 mauupeHTH ©
pazuysa cTened Ha GuOpeuHo yBpexgiane ¢a Hoayuasaiy I'ajosucT B cTadaapTHaTa onodpeHa 1o3a
3a CE-5IMP.

Bcyuky nauMenTy, BKIIIOYHTENHO 234 ¢ Texxo GuBpeunc yepexnane (eGFR <30 mimin/1,73 m?),
KOMTO He Ca MONYYaBaNl APYTH KOHTPACTHHTE MATEPHH, CHABIKAILM FALOJIMHUH, ca [poCcTeNiBaHN B
NPONBDKCHHE HA JiBe FOAMHM 3a npu3Haum # cumnToMd Ha NSF. Hurto emus maduenr, BrmodeH B
IIPOY4YBaKeTO He € pa3suit NSF.

5.2 dapmakoxnHeTHIHH ¢BoHcTBA

Pasnpenenenye

Cnel WHTPABEHOIHO NpWUICKeHWe, rano0yTpon ce pasnipenens Ovp30 B eKCTPALENy;1apHOTO
npocTpadcTBo. CBBP3BAHETO ¢ IUIa3MEHWTE NPOTeHHW e npeHebpexumo Huacxo. Ilpu xopa
(papMakoKuHeTHKaTa Ha TagofyTposi € NponopHuoHaiHa Ha mosara. B gosp go 0,4 mmol
rano0yTpoirkg TEAeCHO TETIO TAa3MEBOTO HyRo cmana apydgasro. Ilpp  mosa 0,1 mmol
ragobyrpon/kg TeecHo Ter1o 2 MUHYTH Cliell MHJKEKTHPAHEeTO B NAa3MaTa €& H3IMEPBa CPEAHO
0,59 mmol rago6ytpon/l, 2 60 MuHyTH crien MkekTUparero - 0,3 mmol rapobyrpon/l.

BuorpanicdopMmaning
He ce orkpusaT MeTalonuTH B NNa3sMaTa UM ypuKaTa.

Enumuanpane
B pamxuTe Ha aBa waca Hag 50 % oT npunoxeHaTa 4o3a ce CAHMHHHDPA ¢ ypMHaTa, a cnen 12 vaca —
nmosede ot 90 % cve cpenes TepMHUHANSH nony:keBoT ot 1,8 waca (1,3 - 2,1 waca), cvorna
ckopoctTa Ha OnOpeuno enwmuukpane. [Ipu noza 0,1 mmol ragobyrpokg Ten
100,3 = 2,6 % or no3aTa Ce eKCKpeTHpaT B PaMKHTE Ha 72 waca ciel np
WHAHBHAH GHOPEUHHST KWIMPBHE Ha ranobyTtpon e 1,1 o 1,7 mlmin" kg u Tauf
OBOpedHHA KIRPHHC HA WHYIIMH, KOETO Tokazsa, de ragzobyrpon ce
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Xapam‘epnc'mﬂu DpH CHEHAJHE NOoNnyJalud

Heouampuuna nonyrayun
DapMaKOKMHETHKA Ha ranobyTpon B neAMaTpyvHa NOMy/Alus Ha BB3pacT o4 18 roauHy ¥ npH
BB3PACTHY, ca T0A06HH (BK. TOuKa 4.2).

[Tpoeenenu ca ARe MpoydBRaHMA C €AHOKPATHA j03a BLe (aza /Il npu neamaTtpuuny naimenTy Ha
Bh3pacT nod 18 rogunu. Papmakcxmuserdkara e oteHena npH 130 meamaTpHuUHH HanMeHTH HA
BB3pacT OF Z 10 ron 18 roaunH H npu 43 nenuaTpyMHM TAUWMEHTH MOR 2 rOZWIIHA BH3PACT
(BKIFOUNTENHO JOHOCEHH HOBOPGACHH).

Joxazano e, ue hapmaxokuneruderua (PK) npodsur Ha ranoSyTpon npy felia oT BCHYKH BB3PACTH €
nonobeH Ha TO3M MPU BBIPACTHUTE B PE3YNTAT Ha nonobHy cToliHoCTH 3a wiom mojg kpusara {AUC),
HOPMATHRHPAH TNa3MeH KNWPEHE Ha TentecHoTo Terno (Cliot) u obeM Ha pasnpenenesue (Vss), KakTo
H BPEMETO Ha NONYKUBOT, U CTEIEHTA HA eKCKPELHA.

HNpuSnuszrrenno 99% (cpeaya cTOHHOCT) OT [038Ta ce OTKPHBA B YPHHATA B paMKHTE Ha 6 daca (Tasu
urdopManys e nonyyena B ot 2 no nox, 18 roausy Bu3pacTosa rpymna).

Cmapuecka evpacm (Ha ep3pacm 63 z00unY u noeexe)

INMopanu duznonornyny MeHeHUn Ha OBOpeunara GyHKIHA C BL3PacTTa [pH 31paBu NOGPOBOILH B
crapdecka B53pacT (Ha BBHIPACT 65 rOOWHM M MOBCHE} CHCTEMHATA CKCIO3HLMA € YBENMYeHa [0
npubmazurentHo 33% (Mexe) ¥ 54% (KeHM), a TEPMUHATHHAT TOTYKMBOT — ¢ npubnuzdrenHo 33%
(Meke) u 58% (xenm). [lnasMeHwsT KNUPLHC e Hamaded ¢ npubmuzurento 25% (Muxe) u 35%
(xenw), choTBeTHO. ENMMHHHEpaHeTO Ha MPUNOKEHATa 034 B YpHHATa € MBIHO cien 24 yaca mipu
BCHYKH 3/IpasH 100poBosiiH, He3 pasnyka B cTapuecka Rb3pacT K Ca WK He.

bvbpeuno yepescoare

ITpu naumenTH c ysperena Gpbpedna HyHKUMA CEPYMHUAT NMOSYXKUBOT Ha TafobyTpont € yILIbxeH
NOpand HamaneHaTta rnoMepynHa (uiTpaups. CpelHHAT TEPMHHANEH MOMYKHBOT € YABMKEH IO
5,8 vyaca npu naumedTH ¢ ymepedo yspexnade (80>CLcr>30 mi/min) w owe no-yampked 1o
17,6 9aca npy NALKAEHTH C TEXKKC YBPEXKIAHE, KOMTO He ca Ha auamiia (CLcr<30 mlmin). Cpeaausr
cepyMes KnupbHc € HamameH no 0,49 mlmin/kg npu nmanuMeHTH ¢ NEKO 0 YMEPEHO YBPEXKIaHe
(80>CLcr>30 ml/min) u no 0,16 ml/min/kg npu nammeHTH ¢ TEKKO YBPEXIAHE, KOSTO HE Ca Ha
auama (CLor<30 mi/min). Tlsnso emiMuBHpane B ypurata ce HaGnonarga TipH MALMEHTH C JISKO 10
yMmepeHo DEOpevHo yBpexaaHe B paMiuTe Ha 72 waca. [Ipu mampentv ¢ Texko On0peuno yBpeauane
oxone 80% or NpuImKEHATa 1033 C& SAUMUHHPE B YPHHATZ B PAMKUTE Ha 5 [1HK (BXK. CHIO TOYKH 4.2
n4.4).

Ilpu nauyenTH Ha auanysa Tago0yTpoNl e MOYTH RalbJIHO €JIMMHHMPAH OT CEpyMa Clell Tperatra
NHATH3A.

53 Hpeagrnunaqaun zanny 3a 6ezonacuoct

HewmauyHute AaHHK HEe HNOoKa3Bart ocoben PUCK 3a XOopara Ha Haza ma KOHBECHUHWOHANHWTE
(bapMaKOHOFH‘{HH HITHTBAHKHA 38 6830ﬂaCHOCT, TOKCHYHOCT 0pH MHOTOKPATHO NOPWIOKCHHE W
FEHOTOKCHYHOCT.

MBHOrokpaTHOTO WHTDPABEHO3HO MpHIaraHe FPH PenpOJYKTHBRHHTE TOKCHKOROTHYHH TNPOYUBaHHA
BosM no 3abamdHe Ha eMOPHOHANHOTO Pa3sBHTHE TIpH TLTBXOBe © 3alfiiy u yBe
eMOPUOHATHUSA JISTATMTET NPM IUTHXOBE, 32l ¥ MAMYHM NIPH HUBA Ha [03HpPA
(#a Da3a Ha TenecHaTa MOBBPXHOCT) WM OT 25 10 50 meTH (Ha Gaza Ha Tenecri
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Pagpoaxtusno Oenssad ranoCyTpon, NPUIONEH HHTPABEHO3HO HA KbPMENIM ILTEXOBE, CE NpEAasa
3pe3 MASKOTO He no-Manko ot 0,1% or npuiokenara Aosa.

Yeranoseto e, we npn mrsxose abcopbumaTa cliel NEpOpaaso NPHIOKEHUE e MHOTO Mallka, OKoMo
5% Ha 6a3a Ha HaCTTa OT JO3aTa, KOATO Ce EKCKPETHPA B YPHHATA.

B npenxiMHH4HK GAapMaKONOTHYHY W3MWTBAHW 33 Ge30TACHOCT [0 OTHOHMIENHE HA CHPIEUHO-
CBHIIOBATA CMCTEMA, B 3aBHCHMOCT OT NPHIOKEHATA 1032 ca HaGnroJagaHu (PEeXOqHH NMOBMIEHMs Ha
KPBBHOTO HANAraHe U Ha MHOKapaHus konrpaxTinTer. Te3n edertu He ca HAOMOAaBARM TIPH KOPa.

IlpoyysannsTa Ha OKONHATA CPeda {10Ka3BAaT, M€ YCTOHYMBOCTTA ¥ MOOWITHOCTTA HA KOHTPACTHHTE
MATEpHH CHIOLPIKAWIN TafoNMHUM, NPOABABAT NOTEHUHAT 3a paspoCTPAHEHHE BbB BOSHMA CTHAD H
€BEHTYAIHO B NOANOYBEHUTE BOJIN.

6. DPAPMAHREBTUYHNT JAHHIA

6.1 Chnuchk Ba TOMOMHNRTE BERIeCTBA

Hatpuer kanxoGyTpost

Tpomeramon

IN xnopogonopoasa KMceHHa (32 Kopekiund Ha pH)

Bopa 3a nEKeKuun

6.2 HecrnmecTHMOCTH

Tp# HCa Ha NpOYYBAaHKS 38 HECHBMECTUMOCTH, TO3U JIeKapcTBeH RPOAYKT He TpsaGBRa na ce cMecsa ¢
ApYTd NeKapCTBEHN ITPORYKTH,

6.3 Cpok Ha roAROCT

3 roaunau

Cpox Ha rOAHOCT Clel MBPBOTO OTBAPAHE HA OIAKOBKATA!

Bouukyat HWIKEKUMOHEH Pa3TBOp, KOHTO HE € U3RON3BaH NPH BBIPOCHOTO M3CenBane, Tpabea fa ce
u3xBEpIH. JokasaHa e XxuMHUecka, dusudecka H MEKPOOHOIOrMYHa CTabUIHOCT Clle OTRapAHE 33
24 uaca apu 20-25°C. Or MHKpOGHONIOrUHHA I'e{HA TOUKA, TPOAYKTHT TpAORA [a ce U3NONIBa
He3a6aBHO. Ao He Ce H3II0I3Ba BEJIHATA, BPEMETO M YCIIOBHATA HA CHXPaHEHUE TIpeNin yioTpeta ca
OTTOBOPHOCT Ha roTpeburens.

6.4 Croeusajuy ycioBMH HA CLXpAHEHHE

He ce W3nCKBAT CIGLMATHY YCIIOBHA HA ChXPaHEHME,
3a yCroBMATA HA CEXPAHEHHE CIIEA [ThPBOHAYANHO OTBAPAHE, BUKTE TOUKA 6.3,

6.5 BuauchbIbpiKaHAe HA ONAKOBKATA

1 ¢pnaxon (cTexno THN ) obC 2aMymanka (Xnopo0YTHIIOB €1aCTOMED) M elHa W
Kanauka, nopbbeHa, ¢ BETPEUIHO W BRHINHO NAKORO NOKPHTHE, ChABPXKALL 2 mi)
30 ml nHxeKLMOHEH Pa3TBOP. fi
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1 uncdysvonna Gytuixa (crekno mn 1) cbe sanywanka (opoSyTHAOB €NACTOMEP) ¥ €4Ha MU0
afyMuHHesa Kanayka, noppbeda, ¢ BBHTPEINHO W BBHUIHO JIAKOBO [IOKpUTHE, ChIBpXKama 65 mi
MHKEKIHOHEH Pa3TBOP.

OnakoBxu 0T:

1 uan 3 ¢rakona no 2 ml HHKeKIMOHEH pa3TBOP

1 uan 10 dnaxona no 7,5 ml, 15 mi vnu 30 m! amxexnuonen pazreop
1 wm 10 ByTwky no 65 mi HAKEKUMOHEH pazTBOp

boannuna onaxoska:

3 jnaxona no 2 ml MHKEKLMOHEH pa3TROp

10 Ppnaxona nmo 7,5 ml, 15 mi unu 30 ml umxexupuoHeH pasreop
10 SyTunxm no 65 ml HHIKEKIHOHEH PA3TBOP

He BeHukM BHIOBE OMAKOBKH MOTAT A2 ObaaT IycHaTH B npoxaxba.
6.6 ChnenmaAIHY KPeINa3sHA MEPKH NPH H3XBHPJSHE U padoTa
Heusnoasasoro npH fafeHo H3CTEBAHE KOHTPACTHO BEUECTRO TPA6Ba da 0he H3XBLPAEHD.

Hewsrnonssangar OPpoayKT HIM OTHANBLYHHTE MaTepualin 0T Hero TpﬂﬁBa. Ja C& M3XBRpIAT B
CHOTBETCTBHE ¢ MCCTHHTE H3IHCKBAaHVA,

CrieUMaNHUAT eTHKET 3a POCIedBaHe BLPpXY (riakonuTe/SyTunkure TpabBa Aa ce 3aienH B
kaprona/H3 Ha nmanuenTa, 34 22 € Bb3IMOXKHO NMPellM3HO JOKYMEHTHPAHE Ha H3MOA3BAHATA KOHTPACTHA
MaTepus, ChARPHKALIA TaFoaHHIH. M3nonzsanata noza chiflo TpAbea fAa 6bae 3anHcana. AKO ce
M3NON3BAT eREKTPOHHH AOCHETA Ha NALMECHTHTE, B PETHCTHPA TPAGBA da C& BBBEAAT MMETO Ha
npoAyKTa, TapTHAHHA HOMED M J03aTa.

7. OPATEXATEJ HA PASPEINEHUMETO 3A VIIOTPERA

Bayer AG

Kaiser-Wilhelm-Allee 1

51373 Leverkusen, 'epManus

8. HOMEP(A) HA PASPEINEHHWETO 3A YIIOTPEBA

20090440

9. JATA HA ITBPBO PASPEHIABAHE/NIOJHOBSBAHE HA PASPEHIEHHUETO 3A
YIIOTPEBA

Jata Ha epeo paspeluaeade; 06 oxtomepu 2009 r.

Jara Ha nocnenHo nopHossasaxe: 03 Hoemspy 2021 1,

10. JATA HA AKTYAJHIINPAHE HA TEKCTA

MMATIT
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