JINMCTOBKA



JIucroBka: HHpopMaLHA 32 NANHEHTA

Humoron S 10 mg/50 ml undy3nonen pasrsop
HUMOJHUITHH

Nimotop® S 10 mg/50 ml solution for infusion
nimodipine

IpouereTe BHUMATEIHO UAIATA JHCTOBKA MPE/IH 12 3aN09HETE 12 H3M0/13BaTe TOBA JIEKAPCTBO, ThH
KaTo T4 ChAbpKa BakHa 3a Bac nadopmanus.

- 3arnasere Ta3u JMCTOBKA. Moke 1a ce HaJIOXKH /1a s MPOoYeTeTe OTHOBO.

- AKO MMaTe HAKaKBHM JOMbJIHUTEIHH BBIIPOCH, NMonuTaiTe Bauius nekap uiau papmaleBT.

- ToBa nekapcTBO € npeanucaHo JMuHo Ha Bac. He ro npeorcrensaiite Ha Apyru xopa. To Moxe Ja um
HABpEH, HE3aBUCHMO Y€ TMPHU3HALIUTE Ha TAXHOTO 3a00/1sBaHe ca ChlllMTe KaTto Baiuwre.

- AKO MOJIyYUTE HAKAKBH HEXEJIAHH JIEKAPCTBEHHU peakUuH, yBeroMete Bawusa nekap win papmalesT.
ToBa BKJIKOYBA ¥ BCHYKH Bb3MOXKHH HEXKEJIaHH peakliMK, HEOMMCAHH B Ta3M JIMCTOBKA. BrxkTe TOUKa

4,

KakBo ¢babpka Ta3H JHCTOBKA

Kakso npeacrasnssa Humoron S M 3a KakBo ce M3I10/13Ba P 2L 22X

Kakso Tps0OBa aa 3Haete, npeau aa usnonssare Humoron S

Kak na w3nonszsare Humoron S 5 9% I? 17 -07- W01
Bb3MOXKHHU HEXKENaHU peakLuH z

Kak na cbxpangasare Humoron S

ChbabpKaHHE HAa OMAKOBKAaTa M JOMbIHUTEIHA HHPOPMALIHS

NV B W —

1. Kakso npeacrasaasa Humoron S n 3a KakBO ce H3M0J/13Ba

Humoton S e nekapcTBeH NPOAYKT, KOWTO MPOTHBOEHCTBA HA €(PEKTUTE OT CHOB CMa3bM Cjiel MO3bUeH
KpbBOM3/IMB (LiepeOpasieH TepaneBTHYEH areHT; OJIOKEp Ha KalLMEeBUTE KaHAJIH).

HumoTon S ce u3noJi3Ba 3a:
[TpeBeHLIMA U JiedeHHE HA HCXEMHUYHHU HEBPOJIOrHYHH ne(ULIMTH, MPUYUHEHH OT MO3bYEH CHJ0B CMa3bM

cjie/l aHeBpu3MalieH cybapaxHOHIEH KPbBOU3JIMUB.

O6scuHenue: Cnea MO3bYE€H KPbBOU3JIUB KpPbBOHOCHHTE Ch/IOBE MOraT Ja U3naaHar B cna3bM. ToBa MOXe Ja
NIOBEE 10 HEAOCTAThYHO J100p0o KpbBOOOpallleHHe B 3acerHaTuTe 001aCTH Ha MO3bKa M TakKa J1a yBpe/H
HepBHaTa cuctema. Humoron S ce u3non3ea 3a npeana3BaHe v ako € HeOOXOAUMO, 3 JIEUeHHE Ha MOAOOHO

YBpEXKIaHe.

Z. Kakso Tps0OBa a1a 3Haere, npean aa u3noassate Humoron S

He uzno.zBaiite Humoron S
- AKO CTe AJIePrUHYHH KbM HHMOJAHNHH WM KbM HAKOS OT OCTaHAJIMTE ChbCTABKH Ha TOBA JIEKAPCTBO

(u30poeHu B TOUKA 6).

[IpeaynpexaeHusi H NpeaAna3sHH MEepPKH

["oBopere ¢ Bawuus nekap wiu gapmaueBTt, npeau aa usnonssare Humoron S:

- aK0 HMaTe NOBHILEHO ChAbP/KAHHE HA BOAA B MO3bYHATA ThKAH (MO3bYEH OTOK); .« -/
—~  aK0 HMaTe 3HAYHTE/JTHO MOBHINEHO MO3bYHO HAIATAHE; /4

- AKO HMAaTe XHIMOTOHHSA (CUCTOIMYHO KpbBHO Hansrane noa 100 mmHg). "



[Tpu neobxoaumocT ot komMbHHMpane Ha HuMoTon S HHY3HOHEH pasTBOp ¢ AHTHXHIIEPTCH3UBHH
NleKapcTBa, ToBa TpAGEaA 1a ¢e M3BBPLIBA NOA BHUMATENHO MEAHLMHCKO HabnoaeHHe (BIIKTE CBLIO
»ynorpeba Ha Apyry JIeKapcTsa’).

Vnorpebara Ha Humoron S uHdy3rHoHeH pa3TBOp NMpPH NALMEHTH C yBpeaeHa ObOpeyHa GpyHKUUS HiH B
KOMOMHAUKMA C NOTEHLHMANIHO HEPPOTOKCHYHM JIEKAPCTBEHH NMPOJYKTH (Hamp. aMHHOTJTHKO3UAM,
uedanocnopuuu, GpyposeMua) Moxe Az Bioiiy 6L6peunara GyHxums. B nonobuu ciyuan e Heobxoanmo
BHUMATEJIHO MOHHTOpHpaHe Ha GbOpeunarta ¢dyHkums. Bauunar nexap tpabea fa oOMHCM NipeKpaTABaHe Ha
neueHneTo ¢ HumoTton S B cnyuail Ha NONBIHKUTENHO BiIoilaBaHe Ha 6xOpeyuHaTa QyHKLUHA. (BHXKTE CHLUO

,, ¥Ynotpeda Ha Apyry neKapcTsa’ ).

Jdena H OHOIIY
Hsama noctaTbuHo faHHM 3a ynotpebara Ha HumoTon npu geua u 1oHoLiH. JleueHueTo Ha Ta3u Bb3pacToBa

rpyna ¢ TOBa JIEKapCTBO 32 MOMEHTa HE CE NpenopbUBa.

Jpyrn aexapcrsa H Hamoton S
Mons nudopmupaiite Bawuns nekap wiv gapMaleBT, ako NPUEMATE WIH HACKOPO CTE NPHEMalH APYTrH

JeKapcTBa, BKIIOYUTCIIHO K TakKuBa, OTIYCKaHH Oe3 pPEUCIITA.

AHTHXUITEPTEHIUBHH MPOAYKTH

[pH nauxeHTH, B3MMALIM AXTUXHUNEPTEH3NBHH NPOLYKTH (Hanp. AHypeTulH, Geta-6aokepu, ACE
HHXMOHMTOPH, A |- aHTAPOHUCTH, APYTH KAMLUWEBU aHTATOHUCTH, alda-aapeHepruuin onokepu, PDES
HHXKUOWTOPH, anda -MeTunacna), Humoron S Moxe fa 3acHiu €(ekTa OT MOHWXABAHE HA KPBBHOTO
HaNAraHe Ha Te3K JIEKApCTBA. AKO €AHOBPEMEHHOTO JIEYEHHE C €JHO OT TE3H JIEKapCTBa HE MOXE 1a ce
u3berye, naLMeHTHT TPAOBaA 1a Obae BHUMATENHO HabnoJaBaH.

EAHOBPEMEHHO HHTPABEHO3HO MPUIOKEHHE HA HUMOIMNHH ¢ 6eTa-peuentopHy OlokepH Moxe na aosene
A0 HApYUIEHHE HA ChpAeYHATa PYHKUMS KX NEKOMMNEHCHPAHA ChpaevyHa HEAOCTATbUHOCT.

AHTUENIpEecaHTy

EanoepeMenHaTa ynorpeda Ha HHMOAUITHMH H (GJ1yOKCETHH BOAM 10 MOBHIUEHA KOHLUEHTPALHA Ha
HUMOAMUNHH B KpbBHATA riasmMa. KoHueHTpauuaTa Ha (pyOKCETHH B KPbBHATA I1a3Ma C€ MOHWXKABa, 10KaTO
AKTHBHUAT METAOOIUT Ha PAYOKCETUH — HOpPyOKCETHH OCTaBa HeMPoOMeHeH. ToBa MOXe 1a MPOMEHH
peaKLMHTE U HEeXENaHUTE PeakLiud KbM (PIYOKCETHH.

EnHoBpemenHara ynotpeba Ha HUMOAMUIIMH M HOPTPHIITHIKHH BOAH A0 JIEKO NNOHHXKABAHE Ha
KOHLEHTpALIMATa HA HUMOHITUH B KPBbBTA, JOKATO KOHLUEHTPAUHMATA HA HOPTPHITTHIIMH OCTaBa
HerpoMeHeHa. ToBa Moke 1a HaManu edeKTa OT HUMOIHUINKH.

3WA0BYIME (N1EKAPCTRO CpeLly YoBeuIKHa uMyHoaedbuuuTeH supyc (HIV))
FIpu ONUTH ¢ XKMBOTHH, €IHOBPEMEHHOTO HHTPABEHO3HO NMPHIIOKEHHE HA 3HAOBYAUH U HUIMOIHITHH BOJAH 10

NOBULLIEHY IU1a3MEHHU KOHLEHTPALMH Ha 3UAOBYAHH. Hexenannre peakunu KbM 3MA0BYIHH MOTAT 1a c€
YCHIIAT.

[ToreHunanHo HePPOTOKCHYHU BELIECTBA
EnHOBpeMEHHOTO JIeUEHHE C MOTECHUHANTHO HEPPOTOKCHYHH JIEKApCTBA (Hanp. aMHHOITMKO3HIH WIH

uedanocnopuuu [aHTUHOHOTHUM], Pypo3emun [AMypeTHK]) Moxe Aa BloLH ObOpeuHaTa GyHKUNSA (BHXKTE
chbilo ,,[IpeaynpexaeHus U NpeanasHu MEpKY’ ).

Beinectpa, HECHbBMECTHUMHU € aJKOXOJ
Twit kato HumoTon S uHdy3zuoHeH pa3Teop coabpxka 23,7 obemHn % ankoxoi, TpaOBa na ce HMa NnpeaBya
PHCKBT OT B3aMMOJIEICTBHE HA JIEKAPCTBA, HECBBMECTHMH C AlIKOXOJ.
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Bzaumooeiicmeue, koemo e 00Ka3axo, 4e He Couiecmeyaa r k/ Y

Xastonepuuoi
EAHOBpEMEHHOTO NPUNOKEHHE HA HAMOIUIIHH NPH MALMEHTH HA HHIAHBHIYATHO ﬂpOﬂ,‘hJ‘DKH‘[GT[HD neqenue

C XaJIOMECPHAON HE NMTOKa3Ba HUKaKbB INOTCHLHAN 34 B3aHMOICHACTBHUE,



EAHOBPEMEHHOTO MPUIOKEHHE Ha NEPOPaNHH HHMOLHITMH H Ha3enaM, JUroKCHH, riubeHKIamMnn,
HHAOMETALMH, PAHUTHAYH H BapdapuH He NoKa3Ba HUKAKbLB MOTEHUHAT 33 B3aHMOAEHCTBHE.

BpeMeHHOCT, KbpMeHe n GepTHAHTET
AKO cTe GpeMeHHa WIH KbpMHTE, CMSATaTe, Ye MOXe Aa CTe OpeMeHHa WNM nnaHupate OGPeMEeHHOCT,

nochbBeTBaiiTe ce ¢ Baiug nexap unu gapmauesT npean ynotpebara Ha TOBa JI€KapCTBO.

He ca npoBEKIaHH NOAXOAALIH ¥ KOHTPOAHPAHH KIMHUYHK NPOYUYBaHHA 38 YBPEXKAALUMTE ePEKTH Ha
HumotTon S no BpeMe Ha Gpemennoct. 3atoBa Humoton S uHy3uoHeH pasTeop TpAbBa 1a ce W3nosn3ea no
ppeMe Ha 6pPEMEHHOCT C/le] BHUMATE/HA MPeleHKa Ha NOM3UTE U MOTEHIHAIHHTE PHCKOBE, NPOM3THYALUH OT

TEXECTTa Ha KIHHUYHATA KapTHHA.
Tbit KATO HUMOAWITHH (AKTHBHOTO BellecTBo Ha HuMoTon S) Moxe na npeMuHe B kbpmarta, Bue Tpabea aa

NpeKpaTuTe KbpMEHETO NMPH B3IUHMAHC HA TOBA JICKApPCTBO.

Hu eumpo onnoacoane

B MHAMBHAYAIHY CyHaH HA in Vitro ONIOKAaHe, KaILMEBHTE aHTarOHUCTH Ce CBbP3BaT ¢ 00paTHMM
OMOXHMMUHH NTPOMEHH B I1aBaTa HA CMIEPMATO30HAHMTE, KOETO MOXKE Aa A0BeJe A0 YBPEKAAHE HA
GYHKUMATA HA ciepMaTa. 3HAYEHHETO Ha Ta3H HAXOAKA NMPH KPATKOTPaHHO JICYCHHE HE € U3BECTHO.

Illogpupane n pabora ¢ MAHIHHH
INo npunumn Humoton S Moxe Aa yBpeaH cnocoGHOCTTa a ce wodKpa Wik paboTH ¢ MalIMHHK Nopany
Bb3MOXKHOCT OT CBETOBBpTEXK. B ciyyait Ha u3nosseaHe Ha Humoron S HHQY3HOHEH pasTBOp, TOBA BIIMAHUE

HAMa Aa Obje OT 3HaUEHHE.
JleKapCTBEHHAT NPOAYKT ChAbPXKa 23,7% ankoxon M cnocoGHOCTTA Ha NALMEHTa 1a pearpa npy wodupane

uan paboTa ¢ MaUIMHKH MOXE Aa Obae HapylUIeHa.

Humoron S uady3HOHEH pa3TBOP ChALPKA HATPHH
ToBa NexapcTBO Chabpka 23 mg HaTpuii (OCHOBHA ChCTaBKa Ha roTBapckara/Tpane3Hara con) B 50 ml
dnakoH. ToBa KOAUUECTBO € EKBUBAJICHTHO Ha 1,15 % OT nMpenopbUMTENHUA MAKCHMANCH THEBEH

XpaHHUTEJIEH TPYUEM HA HATPHi 32 BH3PaCTEH.

HumoTton S nady3uoHen pa3TBOP ChALPKA €TRHOJI
ToBa ieKapcTBO Chabpxka 2 g ankoxon (eravon) B 10 ml xoeto € exBuBaneHTHO Ha 23,7 06em/%.

KonuuecteoTo B 10 ml ot ToBa nexapeTro € ekprBaneHTHO Ha S0 ml 6upa win 20 ml suso.

Manko BEpOATHO € KOJTMYECTBOTO ANKOXO/ B TOBA JIEKAPCTBO [a HMa e(eKT MpH Bb3pacTHH H FOHOLLH, KaTo
edeKTHTE My NPH JieLia € MATKO BEpOATHO Aa 6baaT 3abenens3and. Bb3amoxkHo € na uMa epekTH TpH no-

MAaJIKH Jelia, HampUMEp CHHITHBOCT.

ANKOXONBLT B TOBA JIEKAPCTBO MOXeE Aa MPOMEHH HauMHa, NO KOHTO JeiCTBaT ApYrH nekapersa. FoBopere ¢
Bauiua nekap iy dbapMaLEeBT ako NPHEMATE APYrH JIEKapCTBa,

Toii KaTo TOBA JIeKapcTBO OOHKHOBEHO Ce npunara 06aBHO upe3 NPOXB/DKHTENIHA HHQY3HA, CPEKTHUTE Ha
anKoxona MoXe 1a ca orciabeHH.

Ako cTe 6peMeHHa WK KbpMHTE, TOBOpeTe ¢ Bawus nekap win dapMauesT npeay aa npyeMere ToBa
NeKapcTBO.

AKO UMarTe anxoxoiiHa 3aBHCUMOCT, roRopere ¢ Bamus nekap wid ¢gapMaLleBT NpeaH 1a NPHEMETE
TOBA JI€KAPCTBO. o



3. Kax aa nanonazsare Humoron S

Humoron S undysnoHen paiTsop Tpabéea n1a 6bae npnaaran ot Jexkap. Bunaru nznonssante ToBa
NEKapcTBO TOYHO KakTo Bu e kazan Bawumart nekap uin ¢papMaLesT. AKO HE CT€ CHTYPHH B HELHO,
nonuraite Balllug nekap WM papMaLeBT.

INpenopbunTenHara 4o3a e (aKo He € NPeATucaHo JpYyro):

[Tpu 3anouBaHe Ha feyeHue 1 mg HAMOAMNHH TPA6Ba Ja ObAe NpuUAaraH Ha BCEKH Hac B MPOIAB/DKEHHE Ha 2
yaca (npubnusurento 15 pg/kg TenecHo rerno/uac). Tasu no3a e expupanenTHa Ha 5 ml Humoron S
HHGY3HOHEH PasTBOP Ha 4ac. AKO Ta3u A03a ce noHacs aobpe u 0cobeHo ako He ce HabnoaaBa pA3Ko
NOHIKaBAHE Ha KPBLBHOTO HajAraHe, [o3ara Moke Aa 6bc yBennueHa cnel BTopus Yac Ha 2 mg
HMUMOIHMITHH Ha uac (npubnusurento 30 pug/kg TenecHo Terno/yac), TasH J03a € eKBHBaIeHTHa Ha 10 ml

Humoron S vH$y31MOHEH pa3TBOp Ha 4ac.

[TanMeHTH ¢ TENECHO Tero 3HauuTeaAro noa 70 kg uiu HectabuWiaHO KpBBHO HaNAraHe TpAOBA Aa 3aNOYHAT C
noza ot 0,5 mg HAMOIMIMKMH Ha Yac, eKBMBaneHTHa Ha 2,5 ml Humoron S uHy3noneH pasTBop Ha Jac.

Ho3upoBka NMpH XHpYpPru4yecKH onepaumu

(Kankoso npuioxeHHe npe3 CHCTEMA)

[NpsicHo NpUroTBeH paspeneH pa3tBop Ha HuMoaunuH (1 ml HumoTon S ungy3suonen pasteop 1 19 ml
pa3TBOp Ha Ringer), 3aTornen Ao TenecHa TeMneparypa, Moxe Ja Objie npuiaraH KarnkoBo Npe3 CHCTeMa Mo
BpeMe Ha XHpYprHuHa HHTepBeHuMs. Tozu paspeaeH pasteop Ha Humoron S Tpsabea na ce usnonssa

He3a0aBHO Cliel HErOBOTO NMPUIOTBIHE.

Hauun na npunoscenue

Humoton S nHdy3HOHEH pa3TBOp Ce mpusara noA ¢opMara Ha HENPEKbCHATA HHTpaBeHO3Ha MH(y3ua upe3
LEHTPANIEH KaTeThp ¢ noMoLuTa Ha HHPy3uonHa nomna. Tpabsa Aa ce npunara 4pe3 TPHITbTEH CNHpaTeNeH
KpaH 3ae/IHO ¢ roko3a 5%, Hatpues xnopua 0.9%, nakrareH pa3TBop Ha PuHrep, nakTaTeH pa3TBOp Ha
PuHrep ¢ Maruesuii, pasteop Ha aekctpas 40 unn HAES® (nonu(O-2-xuapokcuern) ckopbana 6% B
cHLOTHOLUEHHE |:4 (HUMOAMINHUHK: €JHOBPEMEHHO H3MOI3BAHMA MHPY3HOHEH pasTBop). Chilo Taka
MOAXOAAILM 33 €AHOBPEMEHHA HHY3HS €38 MAHHUTOJ1, HOBEIUKH ATOYMHUH HITH KPBB.

TpunbTHUAT CMpaTeneH Kpad TpabBa Aa ce H3Io0/13Ba 3a CBbP3BaHE HA HUMOAMMHUH NONHETHICHOBATA
TphOa ¢ TUHNATA Ha €JHOBPEMEHHA HH(Y3UA U LIEHTPAIeH KaTeThbp.

Humoron S uudy3voHeH paTeop He TpabBa ga ce no6aBa KbM HHPY3HOHHH CaKoBe HIH OYTHIIKH H He
TpsabBa Aa 6bae cMecBaH ¢ APYIH JIEKapCTBEHH NPOAYKTH.

[NpunoxenneTo Ha HumoTon S HHGpYy3HOHER pasTBOp TpA0Ba Ja NMPOABIKHU MO BPEME HA AaHECTE3K,
XHPYPrudecKa onepaumsa Wiu aHruorpadus (pEHTreHoBa CHUMKA Ha KPbBOHOCHHTE CBAOBE).

Hpoovaxcumenrnocm na ynompebama

[TpodunakTHuHa ynorpeda:

MHTPaBEeHO3HOTO JieYeHKe He TPAGBa 1a ce 3amoyBa Nno-KbCHO OT 4 AHH CNeA KPbBOH3IKB H TpabBa na
MPOALIUKH NPE3 LN NepHOJ Ha NMOBHILIEHa ONIaCHOCT OT Ba3ocnasbM, T.€. a0 10-14 aHu cnen
KpaBOU3JIUBA.

AKO npH npopHIAKTHYHOTO TpHIokeHHe Ha HuMoTon S uHPY3HOHEH pa3TBOp, U3TOUHHKBT Ha
KPbBOM3/MBa CE JIEKYBa XMPYPrUuHO, TO HHTpaBeHO3HOTO Jeuenre ¢ Humoron S nudy3noHeH pa3TBop

TpabBa A2 Ob1e NPoabIKEHO Hali-Mallko 5 AHHW ciea onepauuATa. / : JU,, N
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[TpH NPUKIIOYBAHE HA JICHEHHETO ¢ HHQY3UA € NPENOPHYUTENHO NMALUMEHTLT A npo;rbnmu < néprm@H
npreM Ha 6 X 60 mg HUMOIUNHH JHEBHO NPE3 HHTEPBANH OT 4 Yaca B NPOABDKEHHE Ha 7 31110 AR
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TepaneeTHuHa ynotpeba:

JleueHUETO Ha ChUIECTBYBAILM HCXEMHYHHU HEBPOIOrMYHHM ACPHLMTH, IPHYHHEHH OT ChAOB CA3bM
BCIEACTBHE Ha aHeBpH3MaleH cyGapaxHOHJaNeH KpbBOU3IHE TPAOBA Ja 3ano4He Bb3MOXKHO HaH-paHo K a
NMPOABL/IKH NMOHE 5, HO He noBeye oT 14 aAHU.

[TpenopbuBa ce TO3H PEXHM Aa Objie NocneqBaH OT NepopatHo NpuioxkeHue Ha 6 X 60 mg HUMOAHNUH
[HEBHO MPe3 HHTEepBanH oT 4 4aca B NpoAb/IKEHHE Ha 7 IHU.

AKO NpH TEpaneBTHYHOTO NpuiokeHHe Ha Humoton S nHQy3sHoHeH pa3TBop, H3TOYHHKBT Ha KPbBOM3NHNBA
ce JIeKyBa Mo XMpypPruueH I1bT, TO BEHO3HOTO sieuenue ¢ HumoTon S nHdy3noHeH pasTsop Tpabea aa ce
MPOABLILKA Hak-MAJIKO OT J AHH CJIeA OrnepaluATa.

JlexyBawuaT nekap TpadBa na onpeaeny NpoAb/HKUTETHOCTTA HA JIEUEHHUETO.

Hndopmannsg 3a ynotpebda

HumoaunuH ce aGcopbupa ot noausuHunxnopua (PVC). IMopaau Tasu npuynxa, Humoron S undysnoxeH
pa3TBOp TPAGBA Ja Ce U3MON3Ba CaMO C HHPY3HOHHH MOMITH ¢ HH(Y3HOHHH JTUHKHH, HAIIPABEHH OT
nonuetunex (PLE).

AKO CcTe npHein nosege oT Heobxonumara no3a Hamorton S
[Tpeno3npaHeTo MOXKE Aa GOBe€E N0 NO-H3ABEHH HEKENIAaHH PEaKUHH KaTO NOHIKEHO KPBBHO HAJIATAHE

(XHITOTOHHA) ¥ YCKOPEH Hiw 3abaBeH nyJic.

MeauLHHCKHA AeHCTBUA IPH TPEAO3UpaHe
B cnyuaii Ha ocTpo npeaosupane, neveHuero ¢ Humoron S MHQY3HOHEH pa3TBoOp TpAOBA a ce NpeKpaTH

He3abaBHO.
Bce olle He ChLIECTBYBA crieuddudeH aHTunoT. [Ipeanpueture aefcTeHA TpsOBa Aa ca ciopen KIHHUYHHTE
CUMITOMM (BEHO3HO NPHIOKEHHE HA AONMAMHH WIH HOPaJPEHATHH NPH MOHIWKEHO KPBBHO HalATaHe).

AKO MMaTE HAKAKBH JOMBIHUTENHH BbIPOCH, CBbP3aHH ¢ ynorpebara Ha TOBa JIEKapCTBO, NONHTAHTE
Bawua nekap unu papMaleBT.

4. BL3MOKHH HEXKEJIAHH PeAKHHH

KakTo BCHUKHM leKapcTBa, TOBA JEKAPCTBO MOKE 1a NpeIn3BHKA HEXKEMaHKH PeaKLYH, BBIPEKH U¢ HE BCEKH
U NoJly4asa.
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YecTOTaTa Ha BE3MOXKHUTE HEXKENIAHH PEaKLUH, U30POEHH NO-10I1Y, € ONpeAcieHa Bb3 OCHOBA HA CNEOHHTE
YCJIOBHA:

Muoro yectu: 3acsarat rnoseue ot | Ha 10 naleHTH

YecTH: sacarar or | go 10 nauuedTH Ha 100
HeuecTu: sacarat or |1 1o 10 nauuvedTyd Ha 1 000
Penku:; zacarat ot | no 10 nauuenty va 10 G600

MHoro peaxu: 3acaraT no-manko ot | Ha 10 000 nauveHTH, BKIIOUHTENHO H30IMPaHH Cily4aH

C "HeusBecTHa
YyecToTa! He MoraTt 1a ObaaT OLlEeHEHH Bb3 OCHOBA HA HATUYHUTE AaHHH

CnegHHTE HEXXENaHU peaKUHH ca ChoOLIaBaHH MO BpeME Ha KIIHHHYHH H3MUTBAHUA:

HeuecTu:
[MonuxeH 6poi TpOMOOLIUTH, aneprudHa peakLys, KOXKeH o0OpuB, rnarobonue, yCKOpEH Mysc, NOHMWKaBaHe

Ha KPBBHOTO HAJIAraHe, pa3suliHpiaBaHC Ha KPBbBOHOCHHUTC CbAOBE, I'aJICHC.

Peaku:
3abaBeH My/c, YPeBHH 3anyLBaHus (0GCTPYKLIMH), BpEMEHHO MOBHLIEHH CTOMHOCTH Ha 4€PHOAPOOHH
€H3HMH, PEaKLIHH Ha MACTOTO Ha UHXXEKTUpaHe/WH(PY3KA, BEHO3HO Bh3NAJICHHE ¢ BEHO3HO 3alTyLlBaHEe

Nopajad KPhEOCHCHPBAHE HA MACTOTO HA HH(Y3HA.

C Heu3BECTHA YeCTOoTaA:
Hucko CBABPKAHHC HA KUCJIOPO4 B TEKAHHUTC HA OpraHU3Ma.

AKO MONyUHTE HAKAKBY HEXKENAHH JIEKapCTBEHH peakUMH, yeeaoMere Bawna nexap, papmaleBT win
METHLIHHCKA CecTpa. TOBa BKITIOYBA BCHUKH Bb3MOXKHH, HEOMHCAHH B Ta3w JIMCTOBKA HEXKeJIaHH PEaKkLHH.

Cro0maBane 53 HeXKEJAHH DEAKIHHA

AKO NONyuuTe HAKAKBY HEXENAHM NEKapCTBEHU PeakLWH, yBeaoMeTe Balus nekap Wiv MeHiiMHCKa
cecTpa. ToBa BKIMOUYBA BCUYKH Bb3MOXKHH HEOMUCAHH B Ta3H JIMCTOBKA HEXENAHHU peaKLHH.

Moskere chuIo Aa CHLOOLIMTE HEXENaHH PeaKLiMK AMPEKTHO 4pe3 ManbaHWTeNHaTa areHuHsa no JJeKapcTeara
yi. ,,Jaman [ pyes” Ne 8

1303 Codns

Ten.: +35 928903417
yeGcaiiT: www bda.bg. Karo chobiaBare Hexenanu peakuuH, MOXETE a fajeTe CBOA NMPHHOC 32
nojsyyapaHe Ha noBeye HHGpoOpMaLUs OTHOCHO 0€30MacCHOCTTa HA TOBA JIEKAPCTRBO.

8. Kak aa cexparasgsate Hamoron S

Jla ce cbXpaHsBa Ha MACTO, HEAOCTBIHO 3a Acua.

He u3non3Baiite ToBa IEKapcTBO Cllell CpoKa Ha rOOHOCT OTOENA2aH BbPXY KapTOHEHATA OMAKOBKa H
6yTHnkaTa. CpOKBT Ha FOAHOCT OTrOBaps Ha NOCAEAHUSA 1eH OT MTOCOYEHHA MeCeL.

I[a CE€ CHLXPAHABA B OPHI'HHA/NHATA KAPTOHCHA OITIAaKOBKA.

HumMoTon S HHDY3MOHEH pa3TBOP MOXKE [1a Ce ChXpaHsABa 0e3 ONacHOCT, HO € YYBCTBUTEACH KbM CBET/IMHA B
onpenenexHa creneH. [Ipu npunarase TpadBa aa ce u3darea u3naraHeTo My Ha AWPEKTHA CI¥bHYEBA CBETIIHHA.
HumoTton S nHdy3MOoHEH pa3sTBOP MOXE 1a C€ M3MON3Ba NpU AU(dy3Ha AHEBHA CBETIHHE ’ium Hzﬁy(:‘mcga AN

CBETMHA 33 nepuon A0 10 yaca H6e3 3awmTa OT CBeTIMHATa. AKO no—nponmmenn? maraﬂe*ﬂ%_cae{ﬁﬂﬂa
He MoXe fla Obac W3berHaro, TpsOBa fa ce B3eMaT ChOTBETHU MEPKH (Hanp. 3aliuTa/fa. uH yauéi-ma'ra N
NOMIIA U AHHHWH C MIOKPHTHA, NPE3 KOUTO CBETIIMHATA HE MOXKE Aa NPEMHHE HITH OHBBTGHH uHGY3HOHHH
JIKHHH). v



Pazpenexust HumoTon S uH(y3HOHEH pa3TBOp, H3NMON3BaH 3a kankosa WH(y3us npes cucTema, Tpadea fa
ce MPUI0KH BEHAra clliell HEroBOTO NPHIOTBAHE.

Humoron S uldysnoner pasteop ¢ Suctsp HHPY3HOHEH pa3TBOP. JIEKapCTBEHU NPOAYKTH 3a MAPEHTEpaTHO
MpuAoKeHKHE TpAOBa Ja ce NPOBEPABAT BU3Ya/IHO 32 TBLPAU YaCTHULM H NPOMSAHA Ha LiBeTa NPEAH
npunoxeHne. Henznon3paHusT pa3reop TpsaOBa Aa ce HIXBHPIH.

He u3xpbpngiite iekapcTBaTa B KaHANH3aUMATA MM B KOHTEHHEpaA 3a IOMAWHH oTnaabuM. Itonuraire
Bawus dapMaLieBT Kak Ja H3XBBPISTE JIEKAPCTBA, KOMTO Beve He u3nonseare. Te3u MEpKH Lie CIOMOTHAT 3a

ONa3BaHE Ha OKONHATA Cpcjia.

6. Chabpxanue HA ONAKOBKATA H JONLAHATEIHA HHPOpMALIAA

Kakso ceabspxa Hamoron S nagy3nonen pasTsop

- AKTHBHO BelEeCTBO: HUMOAMNUH (nimodipine). 1 6ytunka ot 50 ml nHdy3uonen pasTeop cbabpka 10
mg HuMoaunKH B 50 ml ankoxoneH pasTeopuren (ekBHBaNeHTeH Ha 0,2 mg/ml HUMOAWNHH),

- Hpyru chetaBku: etadon (96 npoueHren), Makporon 400, Harpues uurpart auxuapart (0.1 g= 1.0
mmo! Hatpuii B 50 ml uadysnonen pazreop; 0.5 g = 5.1 mmol Hatpwii B 250 ml undysnounen
pa3TBOP), TMMOHEHA KHCE/IMHA, BOJA 32 HHXXEKLIHH.

Kaxk n3rgexga Hamoron S aaQy3noHEeH Pa3TBOP H KAKBO CHABPKA ONAKOBKATA
BrcTbp nH}py3uOHEH pa3TBOp B Ka(sBH CTHKNEHH (IAKOHH C TYMEHM 3amMyllalikH, UHQY3HOHHH JIMHHH,
HanpaBerH oT PE (nonuerwnen).

Humoron S nHdy3HOHEH pa3TBOp €€ AOCTABA B ONAKOBKH, ChABPXKAWH | dnakox v | UHPY3IHOHHA JIHHMA,
MK 5 ¢nakoda v 5 HHGY3HOHHU THHUK. He BCHUKH BHAOBE ONakoBKH MoraT aa 6baaT IMyCHATU B

npoaaxoOa.

IIpuTexaTes Ha pa3pellleHHETO 3a ynoTpeda

Laboratoire X.O
170 Bureaux de la Colline 92213 Saint-Cloud Cedex

OpaHuMg

IIpon3BoaHTE

Bayer AG
51368 Leverkusen
['epmanun

HITH

KVP Pharma + Veterinir Produkte
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