JJUCTOBKA



JIncroBka: HEpOPMANASA 3a NALTHEHTA

Heamoron S 10 mg/50 ml audyzuonen pa3rsop
Humoaunux

Nimotop® S 10 mg/50 mi solution for infusion
Nimodipine

IIpovereTre BHAMATEINO NAIATA JACTOBKA NpeaH A2 3aN09HETe AA H3NO/A3BATE TOBA JEKAPCTBO, THH
KaTO T4 ChAbLPAKA Baxna 3a Bac urdopmanua.

- 3anazere Ta3y JIMCTOBKA. Moxke f1a ce HalloXKH [a A ITPOHMETETE OTHOBO.

- AKO pMaTe HIKAKBH NOITLIHUTENIHHN BENPOCH, NoNMTaiTe Baing nexap win hpapMalesT.

- Tora nexapcrTeo € npennmucaso nWdHo Ha Bac. He ro npeorcrenraiiTe Ha gpyru xopa. To MOxke Ja HM
HaBpEIH, HE3aBUCHMO Y€ TPH3HALMTE Ha TAXHOTO 3abonsBaHe ca chpre Karo Bamuire.

- AXO TIONy4YHTe HAKAKBY HEXEJIaHH JICKapCTBEHHA PEakUyH, yeeaomMete Bamnsa nexap anu dapMaueeT.

Toea BkMIOYBA M BCHYKH BB3MOXKHY HEXENAHH PEAKLA, HEOIHCAHU B Ta3H JIHCTOBKA. BikTe TOUKA
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6 CeabpaKaHHE Ha ONAKOBKATA H AOITHJIHUTEIHA HHc]mpmamm e )

1. Kakso npeacrasassa HaMoTon S ® 32 xaKBO ce H3N0A3BA

HuMoTorn S € nekapcTBeH npoAyKT, KOWTO IIPOTHBOACHCTBA Ha epEKTUTE OT CHAOB CNIA3EM CIIEH MO3BUYCH
KpBbBOU3NHE (1iepedpaneH TepaneBTHYEH areHT;, OJI0Kep Ha KaNliHeBHTE KAHAJIH).

HuMmoTon S ce »3mosi3ea 3a;

[IpeBeH1Ma 1 IeueHHE HA HCXEMHYHH HEBPOJOrHYHH Ae(PULIATH, MPHYHHEHH OT MO3bYeH ChAOB CHAa3hEM
CJIe aHeBpH3MaJicH CyOapaXxHOHOEH KPBBOH3IIHE, A

O0sacHenue: Cnen MO3BYEH XKPHBOH3IHB KPBbBOHOCHHTE CBHAOBE MOTAT Ja M3NAMHAT B CIIA3BM. TOBa MOXeE Ja
HoBee IO HENOCTATHYHO Jo0po kpBBooOpalieHre B 3acerHaTHTe 001acTH Ha MO3BKa H Taka Ja YBpeaH
HepBHaTa cucTeMa. HUMoTon S ce M3noi3ea 3a npeana3eaHe H ako € HeoOX0aHMO, 3a TeUcHHe Ha Nogo6Ho
yBpeXKIaHe.

2. Kaxso TpafBa na 3aaere, npean aa wanoaisare Hamoron S

He v3noazpaiirre HumMoton S
- AKO CTe AJICProvYHEA KHM HHMOANNMHH HIH KBM HAKOA OT OCTAHANIMTE ChCTABKH HA TOBA JIEKAPCTBO
(u30poeHn B TOUKa 6).

IlpeayupexaeHus A NPEANASHA MEPKH

T'oropere ¢ Bamua nekap wiv hapMaiierT, Iipean aa u3noiassate Humoron S:

- AK0 HMATE NOBAIMEHO CHAbPKAHME HA BOJA B MO3LUYHATA ThKAH (MO3BYECH
— aK0 HMATE 3HAYHTEIHO NOBHNIEHO MO3BYHO HANATAHE,

— AKO0 HMATE XHOOTOHHS (CHCTOWYHO KpeBHO Hanarane nog 100 mmHg).




IIpn neoOxoauMoOcCT OoT KoMOUHMpaHe Ha HuMoTon S uHdy3noHeH pa3TBOp ¢ AHTHXHIIEPTEH3HBHH
JIeKApCTRa, TOBA TpAOBA A3 ce H3BLPHIBA MOJl BHHMATEIHO MEAHLIHMHCKO HabioaeHue (BUKTE CHINO

,, Y1ioTpeba Ha ApYTH JiekapcTsa™).

Ynorpebara Ha Humoron S uady3HoHeH pa3TBOD [1PH MALKMEHTH C YBpeleHa OBpOpeuHa PyHKIMA HIH B
KOMOHHALHA € NOTEHIIHATHO He(POTOKCHYHH NEKAPCTBEHH MPOAYKTH (HAanp. aMHHOTTHKO3ZUAH,
uedanocnoprun, $yposemua) Moxe ga oy 6s6peunara gynxuua. B nonobHm cirydan e Heobxoaumo
BHHMAaTe/IHO MOHHTOpUpaHe Ha ObpOpeuHara ¢pysxuusa. Bamuar nexap TpsadBa na oGMucan npexparaBaHe Ha
neueHreTo ¢ Humoron S B cimyyaii Ha JONBAHKTENHO BiowaBaHe HA OsOpedHaTa GyHKUMA. (BHIKTE CHIIO

., YTIOTpeOa Ha APYrH JeKapeTBa”).

lena ¥ 1WOHOLIA
Hsama mocTtaTh4yHO AaHHH 3a ynotpe®aTa Ha HuMoTon mpr nena W 1oHOIOH. JleueHHeTo Ha Ta3H Bh3PacToBa
Tpyna ¢ TOBa JIEKAPCTBO 34 MOMEHTA He C€ MPENOPbYBa.

Hpyrn aexapcrea 1 Hamoron S
Monsa undopmupatite Banmas nexap iy apMaiieBT, ako MpUEMaTe HIIH HACKOPO CTe NPASMAaH IPYTH
JIEKAPCTBA, BKJIFOUHMTEIIHO H TaKHBA, OTIYCKaHH 0€3 peuenTa.

AHTUXWOEPTCHIUBHY TIPOAYKTH

[1pu naieHTH, B3UMAIllH aXTUXUTIEPTEH3HBHEA NPOAYKTH (Hanp. AMypeTyLH, beta-6nokepu, ACE
MHXUOUTOPH, Al- aHTATOHHCTH, APYTH KAMLUEBA aHTArOHUCTH, aida-aapeHepriydn bnokepu, PDES
HHXHOUTOPH, ada -MeTHaona), Humoron S Moxe g 3aciiii eeKTa OT IOHWKABAHE HA KPBBHOTO
HANATAHE Ha TE3H JeKapcTBa. AKO €JHOBPEMEHHOTO JIEYEHHE C eAHO OT TE3H JISKAPCTBa HE MOXKE J1a ce
n30Oerne, nanMeRTHT TpAOBa Ja 06 ae BHEMATENHO Habmonaepan.

EAHOBpEeMEHHO UHTPABEHO3HO MPHWIIOKEHNE Ha HUMOIUITHH ¢ OeTa-peuerntopau O10kepy MOXKE Ja NoBeIe
O HApYHIeHHE Ha ChpAeyHaTa QyHKIHA WIM JEKOMIIEHCHpaHa ChpISYHA HEAOCTATHYHOCT.

AHTHAETpPECaHTH

EnHospeMeHHaTa yrorpeda Ha HEMOITHITHR 1 (WIYOKCETHH BOAH A0 MOBHULICHA KOHUEHTPALMA Ha
HHMOJMIHKH B KpbBHaTa mazMa. KoHnenTpanuaTa Ha GUTYOKCETHH B KPBBHATA IJTA3Ma C& MOHWKABA, JOKATO
AKTHBHHAT MeTaboauT Ha GITyoKceTHH — HOPDIIYOKCETHH OCTaBa HenpOMeHeH. ToBa MOXe [a NPOMEHH
PEAKIHATE ¥ HEKEIIAHUTE PEaKIMM KbM (UTYOKCETHH.

EnnospeMmennara ynorpeda Ha HUIMOJAHIMH H HOPTPHITTHIMH BOAH JI0 JIEKO TTIOHIKABAHE HA
KOHLIEHTPALIUATA HA HUMO/IMIIMH B KPBBTA, I0KATO KOHIIEHTPAI[MATA HA HOPTPHOTHIHH OCTaBa
HerpoMeHeHa. Tosa Moxe na HaMalH epeKTa OT HEMOXHITHH.

SWAOBY/IMH (JIEKAPCTBO Cpely YoBeINKkH] uMyHoneduunTeH supyc (HIV))
[Ipu onyTH ¢ JKHBOTHH, €JHOBPESMEHHOTO HHTPABEHO3HO TIPUJIOKEHHE Ha 3MAOBY/IHH H HUIMOAMUITHH BOIH A0

MOBULIEHH IUIA3MEHHU KOHLIEHTpaUMH Ha 3UA0BYAHH. HexenaHuTe peaklMH KbM 3UI0BYAMH MOTAT Ja ce
YCUJTAT.

[oreHyranyo HEMPOTOKCHYHY REINECTRA

EAHOBpeMEHHOTO IEYEHHE ¢ MOTEHUHAIHO HEPPOTOKCHYHHM NEKapCTBa (HANp. AMHHOTTIMKO3HAH WU
tnedanocniopuHi [aHTHOMOTHLH ], dypo3eMH] [AuypeTHK]) MOoke aa oM ObOpedHaTa GQyHKIUS (BHXKTE
ChIlO , I IpeaynpexaeHus U IpeanasHl MEPKH ™).

BeliecTRa, HECHBMECTHMHU € ANKOXOJ
Twit kato HumoTton S uHy3MOHeH pa3TBop chAbpaKa 23,7 obemuu % ankoxon, TpaOBa Aa ce HMa [IpeaBHl
PHCKBT OT B3aMMOAEHCTBUE Ha JIEKApCTBa, HECbBMECTHMH C aJIKOXOJI.

Biaumooeiicmeue, Koemo e 00KA3ano, y¢ He coiecmayed

Xajonepago.a
EnHoBpeMEHHOTO NMPWIOKCHUE HA HHMOAHWITUH MPU NAlHEHTH HA HHAHBHIYAITHO
C XaJIOTIEPHAO/ HE TTOKA3B2 HUKAKBB ITOTEHLIHAN 3a B3aHMOJIeHCTBHE. |




EnHOBpEMEHHOTO NPpHAMKEHHE HA EPOPANTHH HAMOXHIIMH M AWasenaM, AMroKCHH, MNTHOeHKIaMH,
MHIOMETAIIHH, PAHHTHIHH ¥ BaphapuH HE 0KAa3Ba HUKAKDB TIOTEHLIHAN 33 B3aHMOIEHCTRHE,

bpemMennoCT, KbpMeHe H QepTHIHTET

AKO cTe OpeMeHHa WM KBPMHTE, CMATATE, Y€ MOXKe Ja cTe OpeMeHHa WM IUlaHupare OpeMEHHOCT,
NMOCHBETBANUTE ce ¢ Bawws nexap wid gapMaleBT npead ynorpebara Ha TOBa JISKapCTBO.

He ca npoBexxaany moaXoAs10y H KOHTPOJTHpaHY KJIWHWYHM NPOYYBaHHA 34 YBpEKIAWIUTE €()eKTH Ha
HumoTon S no Bpeme Ha OpemMeHHOCT. 3atoBa HumoTon S uHQY3HMOHEH pasTeop TpAOBa Ja ce H3Mo3Ba 1o
BpeMe Ha OPEeMEHHOCT CNel BHUMATEIHA MPELeHKA Ha MOM3UTE H NMOTCHLUIMANHUTE PUCKOBE, MPOH3ITHYAINY OT
TEKECTTA Ha KIIHHHYHATA KapTHHA.

Trit KaTo HUMOAMIHH (AKTHBHOTO BelllecTBo Ha Humoton S) Moxke na npemuHe B kbpMara, Bue TpsadBa na
NPEKPAaTHTE KbPMEHETO TIPYU B3MMAaHE Ha TOBA JTeKapCTRO.

Hu eumpo onnoxcoane

B vHAMBUIYAIHHE CITy4aH Ha in Vilro OIOXKIaHe, KAJLMEBHTE aHTarOHHCTH ¢& CBBP3BaT ¢ obpaTHMH
OHOXHMHYHHA NIPOMEHH B [VIaBaTa Ha CIICPMAaTO30HINTE, KOETO MOXKE Ja JOBENE 0 YBpEeKIAHE HA
¢yYHKLMATA HA criepMaTa. SHAYEHHETO Ha Ta3H HAXOAKA ITPH KpaTKoTpaiiHO JIe4eHUE HE € M3BECTHO.

Mlojgurpane 1 padoTa ¢ MAIIHHHA

[To npuun Humoron S Moske aa yppenu crrocoOHOCTTA Aa ¢& Hiodupa WK paboTH ¢ MALIKHA NOpajH
BB3MOKHOCT OT CReTORBpPTEXK. B ciydaii Ha m3non3pane Ha HuMoron S nHdpysuoHeH pasTeOp, TOBA BIAWSHHE
HAMA J1a OBIE OT 3HAUESHHUE. |
JlekapcTBEHHAT MPOAYKT ChAbpKa 23,7% ankoxon ¥ crnocoOHOCTTa Ha NALMEHTA a pearupa npH modupase
WM paboTra ¢ MallIMHK MOXE Oa OBJ¢ HapyLieHa.,

HumoTon S HHGYIHOHEH PASTBOR CHALKA eTAHOA 96% 4 narpui

To3u NekapcTBEH NPOAYKT ChABPXKA 23,7 00. Y% ankoxon. [IpunaraHero Ha AHEBHATA 1034, ONpEIcieHa B
yKazaHHaTa 3a A03upoBKa (250 ml undy3uoHneH pasTBop) 03HaYaRa, Ye FALHEHTHT € KOHCYMHpal 1o 50 g
aTk0XoJ. BpeneH e 3a xopa, cTpaaamy OT anKoXOJAN3bM HITH C YEPENEH ANKOX0NeH MeTabonu3bpM. a ce uma
npeABU IIPH OPeMeHHH HIH KEPMadKH, JSIA U PUCKOBH T'PYIIM KaTO MAUMEHTH ¢ uepHOAPOOHO 3adonasane
HIH ernriencud. KoJIH4YeCTROTO aJIKoXOI B TO3M JIEKAPCTBEH MPOAYKT MOXKe A IPOMEHH ASHCTBHETO HA
IpYTH nekapceTBa. KonHUeCTROTO alkOXO0A B TO3M JICKApPCTBEH NPOAYKT MOXKe Ja HapyIlH Bawara
cnOoCOOHOCT A2 OQHpaTe WK a H3MOI3BaTe MAIIWHH,

Tozu nekapcTBeH NMpoaykKT cpabpka 1 mmol (23 mg) saTpeit Ha ao3a. Tosa TpAdBa Ja ce MMa NPEABUL IPH
NALIMEHTH Ha JIHETA ¢ KOHTPOIHPAH NPHEM Ha HATPUA,

3. Kak na mrnomsare Hamoron S

HumoTon S uHpy3HoHeH pasTBop Tpadsa qa Obe npuiIarad or Jekap. Buuaru u3non3panre ToBa
JIEKAPCTBO TOYHO KakTo BU e kazan Balunar nekap Win gpapManeBT. AKo HE CT€ CHTYPHH B HELIO,
nonyraire Bamug nekap unu papManesT.

[IpenoppurTeHaTa n03a € (ako He ¢ IPEANHcaHo APYro):

I[Tpu 3anouBane Ha jyedeHne 1 mg HUMOAWNHH TpAOBa Jia Obe Npularad Ha BCEKH 4AC B MPOABLIXKEHHE Ha 2
yaca (mpulnuzurenno 15 ug/kg TenecHo rernofuac). Tasu poza € exsupaieHTHa Ha S ml HumoTon S
HH(PY3HOHEH PA3TBOP Ha 4ac. AKO Ta3H J03a ce noHacq 1o0pe H ¢cobeHO ako He ce Habmoxaea pa3ko
NOHMXKABaHe HA KPBBHOTO HAJIAraHe, A03ara MOKe Ja Obje yBEIWUCHA CIE] BTOpUA Yac Ha 2 mg
HHMOAMIIAH Ha 4ac (npudmu3utenno 30 ug/kg TemecHo Terno/yac), Tasu A03a € eKBABaJIeHTHA Ha 10 ml
Humoron S nady3HOHEeH Pa3TROP Ha Yac.

[TaupeHTH C TEJISCHO Teryo 3HauuTenHo noa 70 kg wnu HectabunHO KPLBHO HaJIAraHe,
no3a ot 0,5 mg HUMOIUIIUH Ha Yac, eKBUBajieHTHA Ha 2,5 ml HuMoTon S HHQY3HOHEH £
s



J103UpOBKa U XUPYPrHYECKH OIIEPALIHH

(KankoBo npujoKeHHE Npe3 CHCTEMA)

[IpacHo npuroTseH pazpeneH pa2reop Ha HuMoaunyH (1 ml Humoron S uugysuoneH pasreop u 19 mi
pa3TBOp Ha Ringer), 2aTomuIeH A0 TeNecHa TeMIleparypa, Moxe Ja Obae NpriIaraH Kankogo [pe3 CUCTeMa Mo
BpEMeE Ha XUPYpruyHa UHTeppeHUMs. To3u pazpeacH pasrsop Ha HuMoron S TpA0Ba aa ce u3nosnsea
He3a0aBHO cile] HErOBOTO IIPHIOTESHE.

Hauwun na npunosicenue

Humoron S nHQY3UOHEH pa3TBOp c€ npunara noa gopmaTta HA HCMIPEKbCHATA HHTPABEHO3HA HH(DY3HA Upe3
LEHTPATICH KaTeThP ¢ MOMOLITa Ha UH(Y3HOHHA momna. Tpalera aa ce npunara 4Ype3 TPUIBTEH CIAPATENICH
KpaH 3aeHO ¢ rioko3a 5%, Harpues xnopua 0.9%, nakrateH pa3TBop Ha PUHrep, JakTaTeH pa3TBoOp HA
Punrep ¢ maruessii, pasteop Ha aekctpan 40 win HAES® (monu(O-2-xuapoxcueTi) ckoposmia 6% B
cbOTHOLICHYE |:4 (HAMOOMITHH: SAHOBPEMEHHO W3MOJ3BAHMS HH(PY3HOHEH pa3TBop). Chillo TaKa
IOAXOIAIIE 32 eJHOBPEMEHHA HH(PY3HA Ca MAHHTOJ, YOBESILIKHM ANOYMHH WM KPBB.

TPUIBTHUSAT CIMPATENeH KpaH TpAOBa Ja ce M3NOJI3ea 3a CRLP3BAHE HA HUMOIWIINH ITOIMETHIIEHOBATa
TpBOa ¢ TUHUATA HA € JHOBPEMEHHA MHY3HA U LEHTPAJICH KaTeThP.

HumoTon S ungy3uoHeH parBop He TpaOBa aa ce nodaBd KbM HHPY3HMOHHH CAKOBE WK OYTIIIKU M HE
TpaAOBa aa Obe CMECBaH C APYTH JICKAPCTBEHHU MPOIYKTH.

[Tpunosxenuero Ha Humoron S nHdy3HoHEH pa3sTBOp TpabBa 1a NPOABLIKH TIO BpeMe Ha aHeCTE3HA,
XUPYpPrudecka ofepanis Wik aHruorpadusa (peHTreHoBa CHUMKA Ha KPEBOHOCHHUTE CHAOBE).

Hpoovaxcumennocm ua ynompebama

[{podunakTuuna ynorpeda:

HBTpaBeHO3HOTO JIEUeHHE He TPAORA J1a ce 3aMmoyBa Mo-KBCHO OT 4 HH Cliel KPBBOUMHEB H TpiaOBa aa
MPOABIDKM Npe3 LEHA NEPUOA HA TIOBUMISHA OMTACHOCT OT Ba30cnasbM, T.e. 10 10-14 nau cnen
KPaBOU3/IHBA.

AKO NpH IpoHUNAKTHIHOTO NIpWwIoKeHHe Ha HuMoTon S HH(Y3IUOHEH pa3TBOP, H3TOYHHKET Ha
KpBBOH3/1UBA C€ JIEKYBA XUPYPrU4HO, TO HHTPABEHO3HOTO JieyeHHe ¢ HUMoTon S HHY3HOHEH pasTBOp
TpAOBa fa 6bAe NPOXEIDKEHO HAM-MAIKO 5 THH CJIe ONEpaLHsaTA.

{Tpu npriIIOUBaHE HA IEYSHHUETO C HHPY3HA € IIPENOPEUUTENHO NTALMEHTHT 43 IPOABJDKH C NMEpopaleH
mpueM Ha 6 x 60 mg HUMOIMITHH QHEBHO NIpe3 HHTEPRAIH OT 4 Yaca B MPOAB/DKEHUE HA 7 JHH.

TepanerTHYHA yrioTpeda:

JleueHHETO Ha CHILECTBYBAIU HCXEMUWUHH HEBPOJIOTHYHH AeULMTH, NPUYHHEHHA OT CBAOR CIa3ybM
BCJIE/ICTBHE HA aHEeBpU3MaJIeH CyDapaxHOHAaIeH KPLBOWZINE TPA0Ba /1a 3an04He BB3MOXKHO HAW-PaHO U A4
NpOABIIKH IIOHE 5, HO He oBeye OT 14 gHwu.

[IpenopbuBa ce TO3U PexXHM Aa ObJe MOCIeaBaH OT NEpOpaHO MPWIoKeHHe Ha 6 X 60 mg HUMOIUNMH
JHEBHO Npe3 UHTEPRAIH OT 4 4aca B MPOABJDKCHME Ha 7 THU.

AKO MpH TEPANEeBTHUHOTO NpHIoKeHHe Ha HuMoTon S uHGpy3rOHEH pasTBOp, U3TOUHUKBT HA KPBBOUIIUBA
ce JICKYBA 10 XHPYPTHYEH IIBLT, TO BEHO3HO0TO NedcHKie ¢ Humoton S ungysuoneH pasteop Tpadea aa ce
MpOOBIKHA HAW-MAJIKO OT 5 [HH CJIEA OlepanuaTa.

JlekypaummaT jiekap TpsaOBa aa onpeacsd NPOAB/IKUTETHOCTTA HA JISYEHUETO.

Hudopmanms 3a ynotpeda
Humoanusa ce abcopdupa ot nomusuHmwixnopua (PVC). Tlopanu Tazu npuunHa, Hum

pa3TBOp TPAOBA 2 CE€ M3MOI3BA CAMO C HHY3HOHHBH MOMITH ¢ MH(DY3HOHHH JTHHUMY,
noinueTHieH (PE). ;

AKO cTe npHen I0Be1e OT HeodXxoanMarTa fo3a Humoron S



[Ipeno3upaHeTo MOXKE Ja JOBEAC A0 NO-H3IBEHU HEXXENaHH PEeaKLMH KATO TIOHHXKEHO KPBBHO HANTATaHe
(XHIIOTOHHA} M YCKOPEH MK 3a0aBeH myJic.

MeqUMUMHCKH ISHCTBUS TIPH MPENQ3UPAHE

B ciyyaii Ha ocTpo npegosupade, gedeHrero ¢ Humoron S nady3uoneH pasTBop TpsAOBa Aa ce npeKpaTH
He3a0aBHO,

Bce olne He cbiliecTBYBA crielindHueH aHTHAOT. [Ipeanpuerure nelcTBHA TpaO8a Aa ca cropes KIHHWYHUATE
CHMITOMH (BEHOZHO NPIIMKEHHUE Ha JONAMHH WIH HOpaJApeHaUuH [PH IMOHIDKEHO KPBBHO HAaNATaHe).

AKO MMaTe HAKAKBHU JOITBJIHMTEIHU BBIIPOCH, CBBP3aHU ¢ yIoTpedaTa Ha TOBA JICKAPCTBO, NOMUTANTE
Bamus nekap Wi dhapmaneBT.

4. Bb3imMoxnan nexkeIaHH peakinuy

KakTo BCHUKH JICKApCTBAa, TORA JICKAPCTBO MOXKC 14 ITPCAM3BUKA HCKCIAHH pCakKUHHK, BRITPCKH Y€ HC BCCOKH
'H NNoJIiy4yaBa.

YectoTaTa Ha BE3MOKHHTE HEXKENaHH peakiyH, H30pOeHH No-1011y, € onpe/ieNieHa Bb3 OCHOBA HA CIEAHWTE
YCIIORMAL

Muoro uectyd: 3zacqarar nopede oT 1 Ha 10 marieHTH

YecTu: sacarar ot 1 go 10 maument #a 100
HeuecTH: zacarat ot 1 go 10 nammenty Ha 1 000
Penxu: sacarat or 1 xo 10 mammenTu va 10 000

Muoro penxkn: 3acarat no-Manko oT 1 Ha 10 000 nanuenTH, BRTIOYUTEITHO U30THPAHH ClTy4aH

CJ]E,I[HHTB HCKCITAHH pCaKIIMH Ca G’LOﬁ[[[ElB&HH Hne BpCME HA KITHHHYHH H3ITHTBAHWA.

Hevectn:
[Tonmxen 6poii TpoMOGOIMTH, aNepruuHa peakUus, KoxeH o0pUB, MMaBobOHE, YCKOPEH ITYJIC, IOHKABAHE
Ha KPBBHOTO HAMATAHE, PAasSIIHPABAHEC Ha KPBBOHOCHHUTE CBEA0BC, I'aJCHC.

Penxu:

3abaseH mync, YpeBHH 3anynBaHus (OOCTPYKILIHHN), BpeMEHHO NOBHUIEHH CTOMHOCTH Ha YepHOAPOOHH
CH3UMH, peakLiii Ha MACTOTO Ha HHIXKEKTHPaHE/MHQY3HA, BEHO3HO BB3MAIICHHE C BEHO3HO 3amylIBaHe
Nnopaau KPEROCECHPRAHE HA MACTOTO Ha WHPYy3uUd.

AKO [OJIYUHTE HAKAKBH HEACCJIAHHM JTEKAPCTBECHH peakUuH, yBeAoMeTe Bamuna nexkap unu ¢papmauest. Tosa
BKJIIOUBA BCHUYKH BE3MOXKHH, HEOMTUCAHU B Ta3U NHCTOBKA HEXKEIAHH peakLii.

Crofmapane HA He:KeJIAHA PEAKIHH
AKO NONYYHTE HAKAKBH HEXXEIAHH ICKAPCTBEHH peakliiv, yBeaoMeTe Bamus nekap WM MeaHLUHCKA

cecTpa. TOBa BKIKOYBA BCHYKHA BB3MOMKHH HEOMUCAHY B TA3H JIMCTOBKA HEKENIAHH PEaKUHH.

Moxere chino 43 ChOOIINTE HEKENaHH PeakKLUH JUPEeKTHO upe3 3IMbIHHTEAHATa areHIMs 10 JeKapcTBara
yi. ,,Jlaman ['pyes™ Ne 8

1303 Codus

Ten.: +35 928903417

yebOcaiiT: www.bda.bg. KaTo cho0luaBaTe HexxeNnaHu peakliHHi, MOXeTe Ja aAeTe CBOs PUHOC 34
NOJIy4YaBaHe Ha NoBeue HH(opMaLMA OTHOCHO De30MacHOCTTa HA TOBA JICKAPCTRO.

S. Kak pa enxpanasate Humoron S

Jla ce CuXpaHaBa HA MACTO, HELOCTHITHO 34 Aela.




He uznon3BaifTe TOBA JIEKAPCTBO CJIEH CPOKA HA F'OAHOCT oTOENI3aH BEPXY KAPTOHEHATA OMAKOBKA H
Oytunkara. CpoKBT Ha TOOHOCT OTTOBAPS HA MOCASAHHS JIEH OT TIOCOUSHHS MECEIL.

[IazeTe OYTUIIKMTE B TEXHHUTE KAPTOHEHH ONMAKORKH.

Humoron S uH(}pYy3HOHEH pa3TBOP MOKE 1a ¢e ChXpaHiaBa 0e3 ONACHOCT, HO € YyBCTBHTE/ICH KbM CBETIHHA B
onpenaencHa creneH. IIpu npunarane Tpabea na ce W30ATBa W3AAraHETO MY HA THPEKTHA CITbHUEBA CBETJIMHA.
Humoron S HHPY3HOHEH pa3TBOp MOKE [1a C€ W3MO/3Ra NpH Audy3Ha JHEBHA CBETIHHA MM H3KYCTBCHA
CBeTNIAHA 32 niepuos Ao 10 uaca 6e3 3aiuTa OT CBeT/IMHATA. AKO NO-NPOXBIBKUTEIIHO M3JIAaTaHe Ha CBETIUWHA
He Mo>xe ja Opae u3bernaro, TpsOBa a ce B3eMAT CLOTBETHH MEPKH (Hanp. 3allMTa HAa UH(YIMOHHATA
MOMIIA ¥ TMHUH C MOKPHTHA, [IPE3 KOHUTO CBETIHHATA HE MOJKE J1a MPEMMHE HITH OLBETEHH HH)Y3HOHHU
NTHAHHH).

Paspenenust Hamotorn S HH(pY3HOHEH pa3TBOp, H3MTON3BAH 3a KanKoBa HHPY3M Npe3 CHCTeMa, TpadBa aa
CE MPHJIOKH BEJ(HAra cell HEroBoTO MPUIOTBAHE,

Humoron S nH}y3HOHEH pasTBOp € OHCTHP HH(Y3HOHEH pa3TBOp. JlekapcTBeHH NPOAYKTH 32 NapeHTEPAIIHO
NpwIoKeHrHe TpAOBA 2 CE MPOREPABAT BH3YANIHO 34 TBLPAW YaCTHLM ¥ NPOMAHA HA LBETA NPEIH
npunoxenue. Henmsnonssanuar pa3Teop TpaOBa 1a Ce H3XBBPIIM. |

He u3xpbpasitre nekapcTBaTa B KAHAIH3AMATA HITH B KOHTEHHEpa 3a JoMalltHu otiagblM. Ilonuranre
Banma ¢papManeeT Kak Ja W3XBBPJATE JEKAPCTBA, KOUTO Beye HE H3NO3BATE. Te3: MEPKH LI CIIOMOTHAT 3a
oIna3sade Ha OKOMHATA Cpena.

6. ChabpAanne Ha ONAKOBKATA B JONMbJHHTEIHA HHpOpMAN AN
Kakso cpappxa Hamoton S HHGy3IHOREH pa3TBOp

- AKTHBHOTO BEIIECTRO €: HUMOAUIHH (nimodipine). 1 Gyrunka ot S0 ml undy3noued pasreop
ceabpka 10 mg HumMomunuu B 50 ml ankoxoneH pasteopuren (eksuBajenreH Ha 0,2 mg/ml
HAMOHITHAH),

- Jpyrute crCTaBKU ca: €Tadoi (96 nponeHren), Makporoi 400, narpues mutpar auxuapart (0.1 g= 1.0
mmol HaTpuii B 50 ml HHDY3IHOHEH pazTeop; 0.5 g = 5.1 mmol Harpwuii B 250 ml nHpY3HOHEH
Pa3TBOp), TMMOHEHA KHCEIMHA, BOAA 32 HHIKCKIIHH.

Kax mrnpexna Humoron S HHGY3IHOHEH PA3TBOP H KAKBO ChIbLPKA ONTAKOBKATA
bucTep MH)Y3HOHEH pa3TBOp B Ka(ABH CTHKICHW (MWIAKOHH C TYMEHH 3allylIajKH, HH(QY3HOHHH JIHHHH,
"HanpaBeHH oT PE (nonueTunen),

Humoron S uH}py3HOHEH pa3TBOp c€ J0CTaBA B ONAKOBKH, ChABPKAaIH | ¢rakoH 1 | MHQY3HOHHA JTHHHSA;
UM 5 ¢uIakoHa W 5 HH(QY3HOHHH THHHH. He BCHYUKH BHAOBE ONMAKOBKH MOFar Ja ObAaT IyCHATH B

npofaxia.

IIpETekaTe HA pa3peIIeHHETO 32 YHOTPeda
Bayer AG

Kaiser-Wilhelm-Allee 1
51373 Leverkusen, ['epmanus

IlponsBoanTen

Bayer AG
51368 Leverkusen

I'epMaHus




3a HOTbJHUTENHA HH(bOpMaL[Hﬂ OTHOCHO TOB4 JICKAPCTBO, MOJIL CBBPAKOTC CC € JIOKAJIHHAA NPCACTABUTCI] HA
NPUTEKATEN HA pa3peluenneTo 3a ynorpeda:

baiiep brarapus EOO/]
yin. Pesbapcka Ne 5, 1510 Codus
bnarapus

HRara na nocneano npepasriaexaane Ha aucroskara MM/ITTT




