JIMCTOBKA



JIncroBKa: l/IH(l)OpMalII/lﬂ 3a ManueHTa

Jexenop 50 mg/2 m| nn:keknuoHen/mH(py3MOHEH Pa3TBOP
Dekenor® 50 mg/2 ml solution for injection/infusion

nexckeronpoden (dexketoprofen)

IIpoyeTeTe BHUMATEIHO LAJIATA JUCTOBKA, PEIH 12 3all0YHeTe 1a U3IM0J13BaTe TOBA

JIEKAPCTBO, Thil KATO TS ChAbPKA BaxkHa 3a Bac undopmanus.

- 3anazere Ta3u JUCTOBKA. MoXKe J1a ce HANOXKU J1a 51 TPOYETETE OTHOBO.

- AKO UMaTe HIKaKBH JOMBIHUTEIHH BBIIPOCH, TonuTaiiTe Bamms ekap, papmarneBt nimm
MEIHUIINHCKA CeCTpa.

- AKO TIONTyYuTe HAKaKBU HEXEJaH! peaklny, yBeoMeTe Bamms nekap, papmareBt nim
MCIUIMHCKA CeCTpa. ToBa BkII0YBa M BCUYKH BH3MOKHU HEXKEJIaHU pCaKkuun, HEOIMUCaH! B
Ta3u JUCTOBKA. BrkTte Touka 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

Kakpo nmpencrarispa JlekeHOp HHKEKIIMOHEH/MH(Y3UOHEH Pa3TBOP U 3a KAKBO CE M3I0JI3BA
Kakgo TpsiOBa ja 3HaeTe, npeau Ja u3noi3eare JlekeHOp HHKEKIIMOHEeH/ HH(PY3HUOHEH Pa3TBOP
Kak na nsnomnseare JlekeHOp HHKEKIIMOHEH/MH(Y3HOHEH Pa3TBOP

BBb3MOXXHU HEXKETaH! PeaKIiu

Kak na cexpansiBate JlekeHOp MHKEKIIMOHECH/MH(Y3UOHEH Pa3TBOP

ChbabpikaHue Ha OTIAKOBKATA M JIOMBIIHUTEHA HH(POPMALIUS

I

1. KakBo npencraBasBa /lekeHop nH:KeKIIMOHEeH/UH(Y3MOHEH PAa3TBOP U 32 KAKBO ce
H3M0J3Ba

JlekeHOp MHXKEKIIMOHEH/MH(Y3HOHEH pa3TBOP € OOJIKOYCIIOKOSIBAIIO OT IpyMara JISKapCTBa, HapeueHH
HecTeponaHu npotuBoBb3nanuTentu cpeactsa (HCIIBC). Toii ce u3nonssa 3a ieueHue Ha ocTpa
yMepeHa /10 criiHa 00JIKa, KOraTo NPUEeMaHeTO Ha TaOJIETKH HE € MOIXO/IAII0, KATO HallpuMep
cienonepaTuBHa 0oJiKa, ObOpeuHa Kojiuka (cuiiHa 0oJika B ObOperuTe) 1 00JIKa B J0JIHATA 4acT Ha
repoa.

2.  Kakso TpsioBa 1a 3HaeTe, mpeau 1a u3noiasBare JekeHop HH:keKIHOHeH/ HH(]Y3nOHEH
pa3TBop

He u3nogn3Baiite /lekeHOp HH:KEKIMOHEH/MH(Y3MOHEH Pa3TBOP:

- aKo CTe aJepru4HU KbM JIEKCKETONPO(EH WIN KbM HIKOS OT OCTaHAINTE ChCTaBKU Ha TOBA
nekapcTBo (M30pOeHH B ToUKa 6);

- aKo CTe aJepTUYHH KbM aIleTUIICATUIIIIOBA KUCETNHA UITH KBbM JPYTH HECTEPOUTHH
MIPOTHUBOBB3MAIUTETHN CPENICTBA,

- aKo MMaTe acTMa MJIH CTE CTPaJaIM OT NPUCTHIIM Ha aCTMa, OCTHP AJIEPTHUCH PUHUT (KPaThK
Nepuo/] Ha Bb3MAJCHUE HA HOCHATA JIMTaBHIIA), HAa3aJIHU MOJUNHU (OyUYKH B HOCA TOPaan
aneprusi), ypTukapus (KokeH 0OpHUB), aHTHOe1eM (II0yBaHe Ha JIUIETO, OYUTE, YCTHUTE MU
€3WKa, WM PECTINPATOPEH AUCTPEC) WM XPUITEHE B IbPIUTE CJe] IpreMaHe Ha
ANEeTIICATNITNIOBA KUCEIINHA WITH IPYTH HECTEPOUIHU MPOTHBOBB3MAINTEIHN CPEJICTBA,;

- aKo cre UMaii (POToATIEPTUYHH WK (POTOTOKCHYHH peakiuu (creruduyuna Gopma Ha
3ayepBsBaHe U / WM 00pa3yBaHe Ha MEXypH Ha KOXaTa, U3JI0KEeHA Ha CIIbHUEBA CBETIMHA),
JIOKaTo mpuemare KeronpodeH (HeCTepOrIHO NPOTUBOBB3MAINUTEHO JIEKAPCTBO) UK (hudpatu
(JrlexapcTBa, M3MON3BAHM 32 TIOHIKaBaHE HUBOTO HA Ma3HUHU B KPBBTA).

- aKo MMaTe MeNTHYHA s3Ba/CTOMAIIIHO WIIM YPEBHO KbPBEHE, MIIM aKO CTE CTPaJalii B MUHAJIOTO
OT CTOMAIITHO WJIM YPEBHO KbPBEHE, yiliepalius (pa3s3psiBade) unn nepdopanus (mpoOus Ha
JIUTABUIIATA);



aKo MMaTe XpPOHUYIHH MPOOJIEMH C XpaHOCMHJIAHETO (HAaIIpHUMeED, JIOII0 XPAaHOCMUIIAHE,
CTOMAIITHN KUCEJIMHM);aK0 UMAaTe WU CTe CTPaaail B MUHAIOTO OT CTOMAIIIHO WJIK YPEBHO
KbpBEHE WK niepdopalys, Mopaan NpeanlIHa ynoTpeda Ha HECTEPOUIHU
npotuBoBb3naiutentu cpeacrsa (HCIIBC) nznon3sanu 3a 00e300isBaHe;

WM nMaTe 3a00IsIBaHe Ha YyepBaTa ¢ XpOHUYHO Bh3naieHue (6onect Ha Kpon nnm yniiepozexn
KOJIUT);

aKo MMaTe TeXKa ChpJedHa HeIOCTaThUHOCT, YMEPEHH WIIHA TEXKKH ITPO0IIeMHu ¢ ObOpenuTe Wi
CEpUO3HHU MPOOIJIEMH € YepHUS Ipo0;

aKo MMaTe HapyLIeHO KbPBEHE MM HAPYIIEHO KPhBOCHCHUPBAHE,

aKo CTe CHIJIHO AEXHUIpaTUpaHH (3aryOMiIi MHOTO TEJIECHU TEYHOCTH) TMOPaAX TOBPBIIAHE,
JUapys WIA HEJIOCTaTh4eH preM Ha TEYHOCTH;

aKo CTe B TPETO TpUMeceurne Ha OpeMEHHOCTTa W KbPMUTE.

[Ipu ynotpebaTa Ha geKkcKeTonpodeH ca ChOOIIEHN MPU3HAIM Ha aepTUYHA PEaKIvsi KbM TOBa
JIEKapCTBO, BKIIIOYBAIIH MTPOOIEMH C JUIAHETO, TOAyBaHE Ha JIMLETO U MHUATa (aHTHOoeAeM), O0IKa B
repaute. Cnpere He3a0aBHO [[ekeHOp MHKEKIIMOHECH/MH(Y3UOHEH Pa3TBOP M He3a0aBHO CE CBBPIKETE
¢ Bammist nexap mim ¢ EHTHP 3a CHENIHa MEANIIMHCKA TIOMOII, aKo 3a0eJIeKNUTe HIAKOH OT Te3n
NpU3HAL.

IIpexynpesxnenusi U NpeaAnasHu MepKU
I'oBopere ¢ Bammms nekap, hapmareBT niim MEAUIIMHCKA CECTPA, TIPEIN Aa u3noissare JlekeHop
WHKEKIMOHEH/MH(PY3HOHEH pa3TBOP:

aKo CTe CTPajajid B MUHAIOTO OT XPOHUYHO BB3MAIUTEIHO 3a00JsBaHe Ha yepBara (yJILepo3eH
KosuT, 6ostecT Ha Kpon);

aKo MMaTe WU CTe CTPafali B MUHAIOTO OT IPYTH MPOOJIeMH ChC CTOMAaxa UM 4epBara,

aKo TpreMare JIpyTH JeKapcTBa, KOUTO MOBUIABAT PHCKA OT MENTHYHA 53Ba WIN KbPBEHE,
HarpuMmep, NepOpaTHU CTEPOHIH, HIKOH aHTUICTIPECAHTH (T€3M OT THIIA HA CEJIEKTHBHUTE
MHXHOMTOPH Ha 0OPaTHOTO 3aXBalllaHe HAa CEPOTOHUHA), CPEJICTBA, KOUTO MPEJOTBPATIBAT
00pa3yBaHeTO Ha KPHBHH ChCUPEIH, KATO alleTUIICATUIIMIOBA KUCEIHHA VI aHTHKOATyJIaHTH
kato BaphapuH. B TakuBa cirydau ce KOHCyATHpaiiTe ¢ Bamus nexap, npeau 1a u3non3pate
JlexeHOp MHKEKIIMOHEH/MH(Y3MOHEH pa3TBOP: TOW/TS MOKE J1a TIOMCKa Ja puemMare
JIOITBJTHUTEITHO JIEKAPCTBO 32 MPEe/ia3BaHe Ha cToMaxa (HarpuMmep, MH30IIPOCTON WIN
JIeKapCTBa, KOUTO OJIOKHPAT 00pa3yBaHETO HA CTOMAIIIHA KHCEIHHA);

aKo MMaTe MPOOJIEMHU ChC CHPLETO, MPEAIECTBAI ChPACYEH YAap I MUCIHTE, Y€ MOXKE 1
CTE WU3JI0)KEHU Ha PUCK OT Te3U ChCTOSHHUS (HalIpUMep, aKO UMaTe BUCOKO KPBBHO HaJIsITaHe,
JIra0eT WM BICOK XOJIECTEPOJ, HIIH CTe MyIay), TpsioBa 1a o0chanuTe JieueHneTo ¢ Bammist
nexkap wiy GapMarnieBT; JekapcTBa KaTo JlekeHop WHKEKIIMOHEeH/MH(PY3HOHEH pa3TBOP MOXKE J1a
ca CBBP3aHU C JIKO TIOBHIIEH PUCK OT ChpACYEH NMPUCTHI (,,MHPAPKT Ha MHOKapaa“) HiIH yaap.
PuckbT € mo-BeposiTeH NpU BUCOKH JI03H U MPOABIDKUTEIHO JeueHne. He npesumasaiite
NPEeNopPbUYUTENHATA 1032 HIIH MPOABIDKUTEIHOCTTA Ha JICUCHHUETO,;

aKo CTe B CTapyUeCcKa Bh3pacT: MOXKeE JIa € MI0-BEPOSTHO Ja TTOTyYUTE HeXKEJIaHH PEaKIUK (BHKTE
To4Ka 4). AKO Ce TIOSBY HIKOS OT TE€3H Peaklny, He3a0aBHO ce KOHCYITHpalTe ¢ Barmms jexap;
aKo CTpaJaTe OT ajeprus Wik aKo CTe UMAIU MPOOJIEMHU C ajeprysi B MUHAJIOTO;

ako nmare npoOiemMu ¢ 6pOpennTe, YepHUs APOO UK CHPLETO (XUIEPTOHUS W/HIIK ChpAeYHa
HEIOCTAaThYHOCT), KAKTO U 33bpKaHe Ha TEUHOCTH WM CTE€ CTPaJalid OT HAKOH OT Te3H
npo0JeMu B MUHAJIOTO;

aKo MpueMare JIMyPEeTUIU WIH CTpaiaTe OT MHOTO JIOIIa XHUJpaTalus (OBOJIHSABAHE) U HAMAJICH
00eM Ha KpBbBTa MOpaJii MpeKoMepHa 3ary0a Ha TeYHOCTH (HarpuMep OT PEKOMEPHO
yYpUHUpAHE, THapHs WK OBPBILAHE);

aKo cTe XeHa ¢ mpodaemu ¢ peprunutera ([lekeHop HHXEKIMOHEH/HH(Y3MOHEH Pa3TBOP MOXKeE
na yBpeau ¢peprunutera Bu, 3aToBa He TpsOBa Aa To U3IMON3BaTe, aKO TUIAHUpATE Aa
3a0peMeHeeTe I J]a IPAaBHUTE TECTOBE 3a (PePTHIIUTETA);

aKo CTe B IIPBOTO MJIM BTOPOTO TPHMECEUHe Ha OPEMEHHOCTTA;

aKo CTpajiaTe OT HapyIIeHHE B 00pa3yBaHETO HA KPBB U KPHBHU KIIETKHY,

aKo MMaTe CHCTEMEH JIITyC epUTEMATO3yC MIH CMECCHO 3a00IIIBaHe HA ChEIMHUTEIHATA ThKaH
(HapyIlIeHUS HA UMYHHATa CUCTEMa, KOUTO 3acsraT ChbeAMHUTETHATA ThKaH);



- aKo UMaTe HHQPEKIHUS, MOJISI BUXKTE TOUKa ,, IHpeKIuu mo-nomy;

- aKo CTpajatre OT acTMa, KOMOMHUpaHa C XpPOHUYEH PHHUT, XPOHUUEH CHHY3UT M / UM Ha3aJIHA
MOJINII03a, Thi KaTO NMaTe MO-BUCOK PUCK OT aJieprus KbM alleTUIICATUIIIOBA KUCETTHA 1 /
nnmu HCTIBC B cpaBHeHHe ¢ ocTaHanute xopa. [IpunokeHnero Ha TOBa JIEKAPCTBO MOXKE /1a
MpEeIN3BUKa aCTMATHYHU MPHUCTHITN WK OPOHXOCIa3bM, 0COOCHO IPH MAIMEeHTH, aJIeprHIHU
KBbM aneruicanuiioBa kucenuHa wiaun HCIIBC.

Nupexuun

JlexeHop MOXe Jla MPUKPHE MPU3HAIMTE Ha MH(EKIIMY KaTOo MOBUIIICHA TeMIIepaTypa 1 0oJIka.
[Topanu ToBa e Bb3MOKHO JlekeHop fa 3a0aBy MOAXOMAMIOTO JieueHHE Ha HHPEKIHATA, KOETO MOXKE
Jla ToBeJie 10 TIOBHIIIEH PUCK OT yCIoXHeHHs. ToBa ce HaOmro1aBa Ipy MTHEBMOHUS, PUYWHEHA OT
OakTepuu, ¥ IPH OAKTEPHATHN KOKHU HHPEKITNH, CBBP3aHH C BapHIiesa. AKO IIpreMare ToBa
JIEKapCTBO, IOKATO MMaTe UH(EKITUSI ¥ CHMITOMUTE Ha MHEKITUATA MPOIBIDKABaT WK CE BIIOIIABAT,
He3a0aBHO ce KOHCYJITHUpaiTe ¢ JeKap.

I[To Bpeme Ha BapuIena € IPENOPBUUTEIHO Aa U30ATBaTE yIoTpedara Ha TOBA JIEKAPCTBO.

Jleua u roHOIIH

JlexeHOp MHKEKIIMOHEH/H(Y3UOHEH Pa3TBOP HE € MPOYYBaH MpH Jeia u roHomu. [Topaau Tosa
Oe3omacHOCTTa M €(DUKACHOCTTA HE Ca YCTAHOBEHHM U JISKAPCTBOTO HE TPSAOBA Jla CE U3II0JI3BA MPH Jiela
1 TOHOIITH.

Jpyru nexkapcrBa u [[eKeHOP MHKEKIINOHEeH/MH(PY3MOHEH pa3TBoOP

Wndopmupaiite Bamms nekap nnu ¢apmaneBT, ako H3I10J13BaTe, HACKOPO CTE U3IOJI3BAIH WIIU €
BB3MOKHO J1a M3II0JI3BATE IPYTHU JIEKAPCTBA, BKIIOUNUTEIHO U TaKUBa, OTIIyCKaHH Oe3 penenta. Mma
HSIKOM JIEKapCcTBa, KOUTO HE TPsIOBa 1a ce MpueMar 3aeIHO U IPYTH, IPH KOUTO MOXKeE Ja €
HE00XOIUMO J1a C€ IIPOMEHEHST JI03UTE UM, KOraTo ce IprueMaT 3aeHO.

Bunaru nadopmupaiite Bamus nexap, 3p00ekap win papMareBT, aKo U3I0JI3BaTe WM [IpUeMare
HSIKOE€ OT CIICIHUTE JIEKapCTBa B JIOMIbIIHEHNE KbM J[ekeHOp MHKEKIIMOHEH/MH(Y3HOHEH Pa3TBOP:

KomMOuHanmm, KouTo He ce MpenopbYBaT:

- AIeTHJICATNIMIIOBA KUCEIMHA (aCITUPHUH), KOPTUKOCTEPOU TN WU JIPYTH MPOTUBOBB3NAIUTEITHA
cpencTBa

- BapdapuH, XemapuH WK JIPyTH JIEKapCTBa, U3MOJI3BaHHU 32 MPEIOTBpaTsIBaHe HAa 00pa3yBaHETO
Ha KPbBHU CHCUPCIU

- JIMTHH, M3TI0JI3BaH 3a JIeYeHHEe Ha HAKOM Pa3CTPOHCTBA HA HACTPOCHUETO

- MeToTpeKcar, (IPOTHBOPAKOBO JIEKAPCTBO MIIM KMYHOCYIIPECOPH) IPH BUCOKH JI03H OT 15 mg /
CEIMHYIHO

- XUJaHTOUHHU U (l)eHI/ITOI/IH, H3II0JI3BaHU 3a CITHNJICIICUA

- cyndamMeToKcasoll, H3I0JI3BaH 3a OaKTepUaTHH HHPEKINU

KomOunauuun, KOUTo U3UCKBAT Mpeana3Hi MEPKH:

- ACE-naxuburopu, IMypeTHLIN U aHTMOTEH3UH 1] aHTaroHUCTH, N3M0A3BaHM 332 BUCOKO KPBHBHO
HaJISITaHe U ChPACYHU TPOOIIEMH

- NEHTOKCU(DMIMH ¥ OKCTIEHTH()HIIHH, H3ITO0JI3BaHU 32 JICUCHNE Ha XPOHUYHU BEHO3HU SI3BU

- 3HUJIOBY/IMH, U3IOJI3BaH 3a JICUCHNE Ha BUPYCHU MH(DEKIUH

- AMHUHOTJIMKO3UIHN aHTUOMOTHIIH, U3TIO0JI3BAHH 32 JieueHHe Ha OaKTepHatHi HH()EKIUH

- CyApOHUITYpEeHN (HaMp. XJIOPHPONAMUL U IIMOSHKIaMUI), 3MI0JI3BaHH 3a AHA0ET

- METOTpEKCaT, U3MOJI3BaH B HUCKHU JI03H, O-MaJIKo OT 15 mg / ceqMuyno

KomOnHanmm, KONTO M3UCKBAT BHUMATEIHO OOMUCIISIHE

- XUHOJIOHOBH aHTHOMOTHIIHM (HanpuMep, HUMNPO(IOKCaLnH, JICBOPIIOKCAIMH ), U3II0I3BaHU 3a
OakTepuaHi HHPEKIIUN

- [UKIIOCTIOPUH WK TaKPOJIUMYC, U3IOJI3BaHN 32 JICUCHHE Ha 3a00JIsIBaHHs HA IMyHHATa CUCTEMa
U TIPH OpraHHa TPAHCTUIAHTAIHSI

- CTPENITOKUHA3a U JAPYTH TPOMOOIMTHYHH WM (PUOPUHONUTUYHH JICKAPCTBA, T.C. JISKapPCTBa,
W3MO3BaHHU 3a pasrpak/iaHe Ha KPhbBHU ChCUPEITH



- npoOeHen/I, U3MOI3BaH MPH IoIarpa

- JIUTOKCHH, M3TI0JI3BaH 3a JICYCHNE Ha XPOHUYHA ChPJICYHA HEAOCTATHYHOCT

- MU(ETPUCTOH, U3MOJI3BAH 3a MPEIU3BUKBAHE Ha ab0PT (3a MpeKkpaTsBaHe Ha OPEMEHHOCT)

- AHTHUJICTIPECAHTH OT TUIIA HA CEJICKTUBHUTE MHXUOUTOPU Ha OOPATHOTO 3axBalllaHe Ha
CEpOTOHMHA

- AHTUTPOMOOITUTHH CPEACTBA, M3MOJ3BaHH 3a HaMasIBaHE Ha arperanusira (CIemBaHeTo) Ha
TPOMOOLIUTUTE U 00pa3yBaHETO HA KPHBHU ChCHPEIH

- OeTa-0JIoOKepH U3IOJI3BAHU IIPU BUCOKO KPHBHO HAJIATAHE U CHPACYHH MPOOIICMHU

- TeHo(oBHp, Aedepasupokc, memeTpeKces]

AK0 UMaTe HIKaKBH CbMHEHHSI OTHOCHO IIPHEMAHETO Ha IpyTH jiekapcTsa ¢ JlekeHop 50 mg/2 ml
WHKEKINOHEH/MH(Y3HOHEH pa3TBOpP, KOHCYNTHpalTe ce ¢ Bamms nekap win ¢papMariesT.

BpeMeHHoOCT, KbpMeHe U (pepTHIUTET

He u3non3gaiite JlekeHop MHKEKIIMOHCH/MH(Y3UOHEH Pa3TBOP Mpe3 MOCICIHUTE TPH Mecela OT
OpeMeHHOCTTa WK Korato kepmurte. [TochBeTBaiiTe ce ¢ Bamms nekap.

Moske ga mpuauHE podeMu ¢ OBOpEITe U CHPIETO MPH HepoaeHoTo Bu 6ebe. Moxke ma moBnuse
Ha Bamara ckiioHHOCT ¥ Tasu Ha Bamero 6ede kbM KbpBeHE U MOXeE Aa ObAe NPUUNHA, PAXKIAHETO 32
Jia 3aI0YHe MO-KbCHO MM 1a O'bJe MO-TIPOIBIKUTEITHO OT 04aKBaHOTO.

AKo cTe OpeMeHHa, cMsTaTe, Ye MOKe J1a cTe OpeMEeHHa WU IJIaHupaTe OpEeMEHHOCT, TIOChBETBANTE
ce ¢ Bamus nexap miu gapmarneBT npean yrnoTpedara Ha TOBa JIEKapCTBO, Thil KaTo JlexeHop
WHKEKIMOHEH/MH(Y3HOHEH pa3TBOP MOXKE Jla He € moaxoas] 3a Bac.

Ynorpebara Ha [lekeHOP MHKEKIIMOHEH/MH(DY3HOHEH pa3TBOP TPsiOBa Ja ce U30srea OT KEHHU, KOUTO
TUTAHApAT OpPEMEHHOCT Wi ca OpeMeHHH. JledeHneTo mo BCsIKO BpeMe Ha OpeMeHHOCTTa TpsiOBa 1a ce
M3BBPIIBA CaMO CTIOpes yka3aHusiTa Ha jekap. Ot 20-Ta cenMuiia ot 6peMeHHOCTTa, JIexeHop Moxe
Jia IPUYMHYU TpodsieMu ¢ 6b0pennTe npu HepoaeHoTo Bu 6ebe, ako ce mpuemMa mopeye OT HIKOIKO
JTHH, KOETO MOXe Jia IOBEZE 10 HaMaJIEHO KOJIMYECTBO HA OKOJIOMJIOAHATA TEYHOCT, KOSITO 3a00MKast
6e0eTo (OJUroXHIPaMHUOH) HJIM CTECHEHHE Ha KphbBOHOCEH ¢h 1 (ductus arteriosus) B cbpiieTo Ha
06e6eTo. AKo mMaTe HyXJ1a OT JICUSHHUE 3a TTOBEYE OT HIKOJIKO THU, BarmmsT ekap Moxe 1a
npenopbya JOMBIHUTEIHO IPOCIeIsBaHe.

He ce npenopruBa ynorpebara Ha JlekeHOp MHKXEKIMOHEH/MH(Y3UOHEH Pa3TBOP AOKATO CE ONUTBATE
Jla 3a0peMeHeeTe Wik 10 BpeMe Ha M3CeABaHe 3a Oe3IUIoIue.

[To oTHOIIEHNE HA TOTEHIIMATHATE eEKTH BHPXY (QEPTHIUTETA PH KEHUTE BIHKTE CHIIO TOUKa 2
"[IpenynpexaeHus v NpeamnasHu Mepku'.

Ilopupane u padoTa ¢ MAIIMHU

JlexeHOp MHXKEKIIMOHEH/MH(Y3UOHEH Pa3TBOP MOXKE JIEKO Ja MOBJIKsE Ha CITIOcOOHOCTTa B1 a
modupare u 1a paboTUTE ¢ MAIIMHU, TIOPAIU BH3MOXKHOCTTA OT 3aMaiiBaHe WJIM ChHIMBOCT KaTo
HEeXeJlaH! e(DEeKTH OT JICUCHUETO. AKO 3a0e/Ie)KUTe TaKuBa ePeKTH, He IOPHUpaNTe U HE padOTeTe ¢
MaIllMHH, 10KaTO CUMITOMUTE He n3ue3Har. [lochBeTBaiite ce ¢ Bamus jekap.

JlexeHOp MH:KeKIIMOHEH/MH(Y3HOHEH Pa3TBOP ChAbPKA €TAHOJI U HATPHIA

To3u JTekapcTBEH MPOAYKT chabpxa 12 vol% eranon (ankoxon), T.e. Hax 200 mg Ha m03a,
ekBUBaJIeHTHU Ha 5 ml 6upa nim 2,08 ml BuHO Ha 03a. Bpenen 3a Te3u, KouTo crpanaT ot
AIKOXOJU3BM.

[a ce nma npeaBu npy OpeMEHHH WM KbPMEIIH JKE€HH, JIella U BUCOKOPUCKOBH TPYIH KaTo
NalMEHTH ¢ YepHOAPOOHO 3a00IABaHE WM CIHIICTICHUSI.

ToBa ekapcTBO ChIbpIKa MO-Majako OoT 1 mmol HaTpwmii (23 Mg) Ha 103a, T.€. MOXKeE J1a ce KaxKe, ue
MIPAKTHYECKH HE ChABPKA HATPHI.

3. Kaxk na uznonsBate Jdexenop 50 mg/2 ml nn:kexkunoHeH/mHpy3noHeH pa3TBop

Bunaru uznon3paiiTe ToBa JeKapcTBO TOYHO KakTo Bu e ka3zan BammusT nekap. Ako He CT€ CUTYpHU B
Hello, monuTaiite Bamus nexap.

TpsaOBa na ce u3mon3Ba Hali-HUCKaTa e(heKTUBHA 1032 32 BB3MOXKHO Hal-KpaTKUS MTEPHOJT OT BpeMe,
Heo0XOIMM 3a 00JIeKYaBaHe HA CHMIITOMHTE. AKO UMaTe WH(pEKIUs, He3a0aBHO ce KOHCYJITHpAKTEe ¢



JieKap, ako cUMITOMHUTE (KaTo MOBHUIIIEHA TeMIlepaTypa U 00JIka) MPOALIDKABAT UITH CE BIIOIIABAT
(BKTE TOUKA 2).

Bammusr nekap e Bu kake kakBa e g03aTta Ha JlekeHOp HHKEKIIMOHEH/HH(Y3UOHEH Pa3TBOP OT
KOSITO ce HYXXJIaeTe, B 3aBUCUMOCT OT BUJIa, TEXKECTTA U MPOABIDKUTEITHOCTTA HA CHMITOMHUTE.
IpenoppuunTentara 103a 00ukHOBeHO € 1 ammysa (50 mg) JlekeHOp HHKEKITHOHEeH/HH(DY3HOHEH
pa3TBOp Ha Bceku 8 - 12 yaca. Ako e He00X0IMMO, HHKEKIIMSATA MOKE Jla ce TIOBTOpH clies 6 Jaca.
Ipu BcuuKky Ccayvau He MpeBHIIaBaiiTe ooOmiara AHeBHa j03a ot 150 mg dekenop 50 mg/2 ml
HHKCKIIMOHCH/HH(y3HOoHEH pa3TBop (3 amITyin).

M3non3BaiiTe MHXEKIMOHHOTO JICYEHHE CaMO B OCTPHsI IEPHOJ (T.€. HE TO-IBJIT0 OT JBA JHH).
[IpemuHeTe KBM HEPOPATHO OOJIKOYCIIOKOSBAIIO, KOTaTO € Bh3MOKHO.

[TanmenTHTe B CTapUyecka Bh3pacT ¢ HapymieHa 0p0pedHa GyHKIHS U TAUEeHTUTe ¢ ObOpEeUHH MK
yepHOApoOHM Npo0IeMu He TpsiOBa Aa MpeBUIaBaT ooa fHeBHa A03a oT 50 mg Jexenop
HIKEKITHOHEH/ MH(pY3roHeH pa3TBop (1 ammysia).

Hayun Ha npuiio:keHue:

JlekeHOp MHKEKIIMOHECH/MH(DY3HOHEH Pa3TBOP MOXKE JIa Ce MPHiIara HHTPaMyCKYJIHO HITH
HUHTPABEHO3HO (TTOJIPOOHOCTUTE 32 TEXHUKATA HA HHTPABEHO3HO WHXKEKTHPAHE ca JaJicHH B
npeHa3HaYeHHE 38 MEIUIIMHCKUTE CIICIIHAIMCTH B Kpast Ha JIOKYMEHTa).

Koraro JlekeHOp MHXEKIIHOHEH/MH(PY3MOHEH Pa3TBOP CE MpHUIara HHTPaMyCKYJIHO, pa3TBOPBT TpsiOBa
Jla Ce MHKEKTUPA BEIHAra cjiejl OTCTPAHsIBAHETO My OT OI[BETEHATa aMIlyJia Ype3 OaBHO MHKEKTHPaHE
IIBJIIOOKO B MYCKYIIa.

TpsiOBa na ce u3Moa3Ba caMo OUCTHP U OE3LBETEH Pa3TBOP.

Ynorpe6a npu ena u OHOIIN
ToRBa iekapcTBO He TPsIOBa J1a Ce M3I0JI3Ba MPH Jela 1 FoHoIIH (1o 18-romuniHa Bb3pacr).

AKO cTe mpHeJH MoBeve 0T HeodXxoauMara 103a JlekeHop HHKeKIHOHeH/UH(Y3HOHEH Pa3TBOP
AKO ce TIpuTecHsIBaTe, ue MOXKe OU cTe MpHeH TBhP/EC MHOTO OT JIeKeHOp
WHXKEKIIMOHEeH/MH(Y3HOHEH pa3TBOp, yBeloMeTe Bamms nekap min MeTUIIMHCKA CecTpa BeHara.

AKO cTe MPONMyCHAJIM 2 U3NoJ3Barte /lekeHOp HHKeKINOHeH/HH(PY3MOHEeH Pa3TBop

Tbii KaTO TOBa JeKapcTBO 1ie Bu Obae NprinokeHo HOoA CTPOT KOHTPOJI, MHOI'O MaJIKO BEPOSITHO € J1a
HPOITyCHETE 7103a. AKO CMATATe, 4e CTe MPOITyCHAIIH J03a OT JICYEHHETO, He3a0aBHO yBEIOMETE JIeKap
WJIN MEIUIMHCKA CEeCTpa.

AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH OTHOCHO yNoTpedaTa Ha TOBa JIEKapCTBO, OMUTANTE
Bammst niexap winm gapmanesnT.

4, Bb3MOKHH HeKeJTaHu pe€aKkuumn

KakTo Bcuukm JICKApCTBa, TOBA JICKAPCTBO MOXKE J1a NTPECAU3BHUKA HEIKCIAHU PCAKIIUU, BBIIPECKU Y€ HC
BCCKH I' TIOJTy4aBa.

Bb3MoxkaNTE HEeXEnaHU pc€aknuu ca I/I36pO€HI/I IMo-A0J1y cliope/J TOBa, TOKOJIKO € BEPOATHO Ja CC
IIOSABAT.

YecTHn HeKeTaHU peaKkIMM: MOrar Ja 3acernat a0 1 na 10 gymmu
l'anene w/unu noBpbiane, 00JKa B MACTOTO HA MH)KEKTHPaHE, peakK Ha MACTOTO Ha MHXKEKTHPaHe,
HalpuMeEp Bb3NAJICHNUE, CHHUHU WJIN KPbBONU3JIMB.

He4ecTn HeskesaHH peaknuu: Morar Aa 3acerHar 1o 1 Ha 100 qymmu

IloBpblane Ha KpbB, HUICKO KPBBHO HallATaHe, TPECKa, 3aMbBIJIEHO 3pEHNE, 3aMassHOCT, ChHIIMBOCT,
HapyIIeHHs Ha ChHS, TI1aBoOOINE, aHEMHs, O0JIKa B KOpEMa, 3a1eK, IpoOJIeMH C XpaHOCMHIIAHETO,
JIMapusl, CyxoTa B ycTaTa, 3auepBsBaHe, OOpUB, IEPMATUT, CbpOEK, YBEIMUEHO IIOTEHE, yMOpa, O0JIKa,
yCelllaHe 3a CTyI.



Penxu HexkenaHu peakuuu: Morar aa 3acernat 1o 1 va 1 000 nymn

[MenTryna 51382, KPHBOWZIIMB OT MENITHYHA S3Ba WIK TIepopalns Ha TEeNTHYHA S3Ba, BUCOKO KPBBHO
HaJlsiraHe, IpUMalisiBaHe, MpeKaieHo 0aBHO JHIlaHe, Bb3NaleHUe Ha OBBPXHOCTHA BEHa MOpaau
KPBBEH ChCUPEK (MMOBBPXHOCTEH TPOMOO(IeOHT), EAMHUYHO NPOITyCKaHe Ha ChbPACUYEH yaap
(excTpacucTona), yCKOpeH myJc, nepudepeH oTok, OTOK Ha JJapWHKCa, HEOOWYaitHO yceliane, IyBCTBO
Ha TpecKa M TperepeHe, IIyM B YIIUTe (THHUTYC), ChpOSII 0OpUB, )XBJITEHHUIIA, aKHE, 00JIKa B THpOa,
0b0peuHa OoJKa, YeCTO ypHUHUPAHE, MEHCTPYAIHU HAapYyIIECHHS, TPOOJIEMH € IpocTaTaTa, MyCKyJIHa
CKOBAHOCT, CKOBAaHOCT Ha CTaBHUTE, MyCKYJIHH KpaMIy, aOHOPMHH YEPHOIPOOHHU H3CIICIBAHUSI
(KpBBHU M3CIICABAHMS), IIOBHIIIEHA CTOMHOCT Ha KPbBHATA 3aXap (XUIIEPTIUKEMHS ), TTOHIKCHA
CTOWHOCT Ha KpbBHATA 3aXap (XUIIOTJIUKEMHUS ), TOBHUIIICHA KOHIICHTPAIIHS HA TPUTIUICPUIUTE B
KpPBBTa (XHIICPTPUTITUIICPUICMUST), KETOHHH TeJla B ypuHaTa (KETOHYpUs), MPOTEUHH B ypUHATA
(mpoTenHypus), yBpeXKAaHE HA YEPHOAPOOHUTE KIETKH (XETaTHT), OcTpa OhO0pedHa Hel0CTaThIHOCT.

Mmuoro peaku: Morat jaa 3acerdar o 1 na 10 000 qymmn

AnaduiakTdHa peaknus (peaknus Ha CBPbXIyBCTBUTEIHOCT, KOSTO MOJKE JIa JTOBEJE U 10 KOJIaIc),
yJIIepanys Ha Ko)Kara, ycTara, O4YiTe U TeHUTATHUTE 30HU (cuHApoMH Ha CTHBBHC-/[)KOHCHH H
Jluiin), mogyBaHe Ha JIMLIETO WIIH MOyBaHEe HA YCTHHUTE U T'bPJIOTO (aHTHOEEM), 3aIbXBaHE MOpaIu
CBHBaHE Ha MYCKYJIMTE OKOJIO IUXATSITHUTE IBTHIIA (OpOHXOCIIa3bM), 3a1yX, TAHKPEATHT, PEaKIINN
Ha KOJKHA 4yBCTBHTEIHOCT M CBPBXUIYBCTBUTEIHOCT Ha KOXKaTa KbM CBETIHHA, OBOPEYHO yBpeKIaHe,
HamaJieH Opoii Ha OenTe KPhbBHH KJIETKH (HEYyTPOIIeHHS ), HaMasieH Opoi TpOMOOIIUTH
(TpoMOOLTOTICHHMS).

C Hen3BeCTHA YECTOTA: YeCTOTATa He MOsKe 12 0b/ie OLCHEHA 0T HAJIMYHUTE JAHHH

Bonka B repanTe, KOSITO MOXKE J1a € MIPU3HAK Ha MOTEHIMAIHO CEPUO3HA aJleprHyHa PeaKkiusl,
HapedeHa cuHapoM Ha KyHuc.

®DuKcupaH JeKapcTBEH 0OpUB

AJepruvHa KOXHa peakius, U3BECTHA KaTo (PUKCHUPaH JIEKapCTBEH 0OPHB, KOATO MOXE Jia BKITIOUBA
KPBIUIM WM OBAJTHH MIETHA ChC 3aUepBsBaHE U TOJyBaHe Ha KOXKaTa, 00pa3yBaHe Ha MEXYpH U
cbpOex. Moxke 1a ce MosBY M MOTHMHSBAaHE HA KOXKATa B 3aCETHATUTE 00J1aCTH, KOETO MOXKE A2
ocTaHe ciel 3a3apaBsBaHeTo. DUKCUPAHUAT JIEKAPCTBEH 0OPHB OOMKHOBEHO CE TOsIBSIBA OTHOBO HA
CBILOTO MSCTO MJIM MECTA, aKO JISKapCTBOTO CE IIPUEME OTHOBO.

HezabaBHo yBenomeTe Bamus nekap, ako 3a0eneXuTe HIKaKBH CTOMAIITHHA/YPEBHU HEXKETIaHH
peaKkIyy B HAYaJIO0TO Ha JICYCHUETO (Hampumep, 00JIKa B CTOMaxa, CTOMAITHU KUCEITHHY WU
KBPBEHE), aKO MPEJId TOBA CTE CTPAJalId OT TAKUBA HEXKEJIaH! PEaKIUU TIOPaiy IPOIbIDKUTETHA
ynorpeba Ha MPOTUBOBB3MAIUTEIHU CPEICTBA U OCOOEHO, aKO CTE B CTapuecKa Bh3pacT.

Crpere ynotpebara Ha Jlekernop 50 mg/2 ml umkeknronen/nH(py3noHEH pa3TBOP BEAHATA IIOM
3a0eNIeKUTE MOsIBaTa HAa KOXKCH OOPUB MITH HAKAKBO YBPEIKIaHE HA JIMTABUYHUTE TOBBPXHOCTH
(Hampumep, TOBBPXHOCTTA 110 BHTPEIIHATA YacT Ha yCTaTa), MJIM HAKAKbB MPU3HAK HA aJIepTHsl.

ITo BpeMe Ha I€YEHUETO C HECTEPOUIHU IPOTHBOBB3MAIUTEIHH CPEJICTBA CE€ ChOOIaBa 3a 3a]bpKaHe
Ha TEYHOCTH U MOayBaHe (0COOCHO Ha TIIE3CHUTE U KpaKaTa), OBHIIaBaHE HAa KPHBHOTO HAJIATaHE U
ChpJIeYHA HEMOCTATHYHOCT.

JlexapcTBa kaTo JlekeHOp MH)KEKIMOHEH/MH(Y3HOHEH Pa3TBOP MOXKE /1a Ca CBBP3aHH C JIEKO MOBUIIIEH
PHICK OT ChpJIedeH NPUCTHI (,,MHDAPKT HA MUOKAp/Ia“) WIIM MO3BYHOCHIOB HHIHJICHT (yaap).

[Ipu manueHTH ChC CHCTEMEH JIYITYC €PUTEMATOIEC HITH CMECEHO 3a00IIsIBaHe Ha CheIMHUTEITHATA
ThKaH (HapyIIeHUs Ha MMyHHATa CUCTEMa, KOUTO 3acsraT CheIMHUTETHATA ThKaH),
MPOTUBOBB3NAIATEITHUTE JIEKAPCTBA MOTAT PSAKO J1a IPEIU3BUKAT ITOBUITICHA TEMITEpaTypa,
TJIaBOOOJIHME U CKOBAHOCT Ha 3aJ[HAaTa 4acT Ha BpaTa.

Haii-gecTo HabmojaBaHUTE HEXKETAHHU PEAKIINH Ca CTOMAIITHO-UYpEeBHUA. MOXKe J1a B3HUKHAT
MENTHYHH SI3BH, TepQopariyst Wik CTOMAITHO-YPEBHO KbpPBEHE, MOHAKOTa (paTamHu, 0cOOEHO MpH
MaIMeHTH B HaITpeHaa Bs3pact. [lo BpeMe Ha PUIIOKEHHETO ce choOIaBa 3a rajicHe, MOBphIaHe,
JMapysi, METEOPU3bM, 3aIleK, TUCIIETICHS, KOpeMHa 00JIka, MellaHa, XeMaTeMesa, YIIepo3eH CTOMATHUT,
BJIOIIaBaHe Ha KOMUTUTE U OosectTa Ha Crohn. TTo-psiako ce HaOmro1aBa Bh3MalICHHE Ha CTOMAIITHATA



JTUTaBUIA (TACTPHT).
Kaxro mpu apyrute HCIIBC, Moxe /1a ce MosIBAT XeMaTOJIOTHYHH peakiuy (ITypIypa, alulacTHIHa U
XEMOJINTUYHA aHEMUS, a PSAIKO arpaHyJIoIUTO3a U MeyJIapHa XUIIOILIa3us).

HezabaBHo yBemomeTe Bammus nekap, ako ce MOsIBAT MPU3HAIM Ha HHEKITUS FITH T€ CE€ BIIOIIAT
JIOKaTo u3Mnoin3Bare JlekeHop WHKeKIIMOHeH/MH(PY3nOHEH Pa3TBOp.

Cpo0maBaHe HA HesKeJIAHU PeaKIIuu

AKXO moTyunTe HAKAKBU HEXKEJIAHU JICKAPCTBEHH Peakluy, yBegoMeTe Bamms ekap, hapmaneBT mim
MeIUIMHCKA cecTpa. ToBa BKIIIOUBa BCUUKU Bb3MOKHHU HEOIIMCAHU B Ta3U JIMCTOBKA HEXEJIaHU
peakuuu. MoxeTe ChIIOo J1a ChOOIIUTE HeKENaH! PEaKLUUN JTUPEKTHO Upes:

V3npaHUTENHA areHIys 110 JeKapcTBaTa

yi. ,Jlamsn I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

Kato cpolmiaBate HeXelIaHu peakiuy, MOKETe Ja AaJieTe CBOsI IPUHOC 3a MOJTyvYaBaHe Ha MOBEUe
nH(pOpPMAIU OTHOCHO O€30ITacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak n1a cbxpansiBare /JlekeHOp MHKeKIMOHEH/MH(Y3HOHEH PA3TBOP
[a ce cpxpaHsiBa Ha MSCTO, HEJJOCTBITHO 32 JIeLa.

He n3non3BaiiTe TOBa JIEKapCTBO CIIE] CPOKA HA TOAHOCT, OTOENsI3aH BEPXY OMaKOBKaTa cies ,,[ onen
110:*“. CpOKbT Ha TOJHOCT OTTOBApsl Ha MOCIEAHUS IEH OT IOCOYCHHUS MECELL.

)Ia CC CbXpaHsBa B OpUTMHAJIHATa OIIaKOBKa, 3a Aa CC MpeArasu OT CBCTJIMHA.
Topa JICKApCTBO HC M3MCKBA CIICIUAIHU TEMIICPATYPHU YCIIOBUA Ha CbXPAHCHUC.

Cren paszpexaaHe criope]l ykazaHusITa, JaJieH! B TOUKaTa NpeHa3HaueHa 3a METUIIMHCKUTE
CHEUMAINCTH B Kpasi Ha JOKYMEHTA, Pa3peleHUAT pa3TBOP, KOTaTo € MOJXOASIIO 3alUTEH OT
€CTECTBEHA JIHEBHA CBETJIMHA, € JOKAa3aHO, Y€ € XMMUYECKU CTaOWJIeH B MPOAbKEHHE Ha 24 yaca,
Korarto ce cbxpansaaa mpu 25°C.

OT MUKpOOHOJIOTYHA TJIEHA TOUKA, OCBEH aKO METOABT Ha pa3pexk1aHe N3KII0UBa PUCKA OT
MHUKPOOHO 3aMbpCsIBaHe, MPOAYKTHT TPSOBaA Aa ce N3I0JI3Ba He3a0aBHO. AKO HE C€ M3M0I3Ba
He3a0aBHO, BpEMETO U YCIIOBHITA Ha ChbXpaHEHHE 110 BpeMe Ha yroTpeda ca OTTOBOPHOCT Ha
MoTpeOuTes.

He u3xBppiistiiTe 1ekapcTBaTa B KAHAJIM3ALMITA UM B KOHTEHHEPA 3a TIOMAIIHU OTHAaJbLIH.
Ilommraiite Bamms dapmarieBT Kak Ja U3XBBHPIATE JIEKapCcTBaTa, KOUTO BeUe HE u3Mo3Bare. Te3u
MEpPKH LI CIIOMOTHAT 3a OIIa3BaHE HA OKOJIHATA Cpeaa.

6. ChabpikaHue HA ONMAKOBKATA U JONBJIHUTETHA HHGOpManus

KakBo cbabp:ka JlekeHop HHKeKIMOHEeH/MH(Y3HOHEH Pa3TBOP

- AKTHBHOTO BEIECTBO € fAekckeTonpoden. Beska ammyia ot 2 ml nmkeknnones/nugpy3noHeH
pas3TBOp chabpika 50 mg mekckerornpoder (KaTo AeKCKETONPOPEeH TPOMETAMOIT).

- Jpyrute cbcTaBKy (TIOMOIITHY BEIIECTBA) Ca HATPHUEB XJIOPHU, eTaHoI (96-TIpOlIeHTEH), HATPUEB
XHIpOKCHUJ (3a Kopurupane Ha pH) u Boza 3a nmwkekuuu. Bukre Touka 2 ,,Jlekenop 50 mg/2 ml
MH)XEKIMOHEH/MH(PY3HUOHEH pa3TBOP ChABPKA €TAHOJ M HATPUIL™.

Kak n3rue:xxna /lekeHop HH:KeKIIMOHEeH/MH(Y3NOHEH Pa3TBOP H KAKBO ChABP/KA ONMAKOBKATA
JlexeHop MHKEKIIMOHEeH/HH(DY3HOHEH pa3TBOp (MHXKEKIH/MH(Y3UsA) € OUCTBD, OC3IBETEH Pa3TBOP,
npaktuuecku 6e3 suaumu gactunm (PH: 7,0 - 8,0, ocmoapurert: 270 - 328 mOsmol/l).



JlekeHOp MHKEKITMOHEH/HH(PY3HOHEH pa3TBOP ce MpeaocTaBs B KyTuu ¢ 1, 5 wmm 10 ammysm ot 2 ml
WH)XEKIINOHEH/MH(Y3HOHEH Pa3TBOP.

He Bcuukm BHAOBE OITAKOBKH MOTAT Ja 6’I>I[aT ITyCHATU Ha I1a3sapa.

Ilpurexaren Ha paspelIeHHETO 32 ynorpeda u mpou3BoIHTE
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CioBeHus

To3u ekapcTBeH NPOAYKT € pa3pelleH 3a ynoTpeda B AbpxxaBuTe-ujieHku Ha EUII nox

CJeJHUTEe UMEHA:

CTpaHa-4wieHKa THProBcko UMe HA MPOAYKTA

CroBakus Dekenor 50 mg/2 ml injekény roztok/inflzny

boarapus Hexernop 50 mg/2 ml umkekInoHeH/MHPY3MOHEH Pa3TBOP
Yenika pemyOnuka Dekenor

CroBenus Dexfenia 50 mg/2 ml raztopina za injiciranje/infundiranje
Ecronwust Dekenor

XbpBaThs Dekenor 50 mg/2 ml otopina za injekciju/infuziju
JlatBus Dekenor 50 mg/2 ml §kidums injekcijam/infuziju

JlutBa Dekenor 50 mg/2 ml injekcinis tirpalas/infuziniam
ITosmra Dekenor

VYHrapus Dekenor 50 mg/2 ml oldatos injekcid/infuzid

PymbHUs Dekenor 50 mg/2 ml solutie injectabild/perfuzabila
[opTyranus Dekenor

I[aTa Ha MOCJIECAHO MpepasrjaeKaaHe Ha JUCTOBKaTa:

25 Centemepu 2025

[Mocouenara mo-noy uHMOpMAIs € MpeJHa3HaYeHa CaMO 32 MEJUIIMHCKH CTICIIHATACTH:

JHexenop 50 mg/2 ml nn:xkekunonen/mudy3noneH pa3Top
Dekenor® 50 mg/2 ml solution for injection/infusion

nexckerornpoden (dexketoprofen)

NHTpaBeHO03HO IPUIIOKEHHUE:

HNuTpaBeno3na nHpy3usi: CbIbP)KaHUETO Ha eqHa ammyiia (2 ml) ekeHop
WMH)XEKLIMOHEH/MH(PY3HOHEH pa3TBOp TpsiOBa aa ce paspenu B ooem ot 30 go 100 ml Hopmanen
¢bu3nonornyeH pa3reop, 5% pa3TBoOp Ha TIIIOK03a WK Pa3TBOp HAa PuHrepos nakrar. PaspeneHusr
pa3TBOp TPsIOBA Ja ce MPHIIOKH KaTo OaBHA MHTPpaBEeHO3HA HH(DY3UsI ¢ IpoIbInKuTeTHOCT oT 10 1o 30
MUHYTH. Pa3TBOpBT TpsiOBa BUHArHU /a Ob/ie 3aIIUTEH OT €CTECTBEHATA JIHEBHA CBETIIMHA.
HHTpaBeHo3Ha 60JyC-HHIKEKIUSA: aKo € He0OX0IMMO, ChIBPKAHNETO HA eaHa amiya (2 ml)
JlekeHOp MHXKEKIIMOHEH/MH(Y3HOHEH Pa3TBOP MOXKE Jia ce MPHIIOKH KaTo OaBHA HHTPAaBEHO3HA
00TyC-WHXKEKLHS 3a He TM0-MaJIKO OT 15 CeKyHAH.

JleKeHOp HHKeKIHOHeH/UH(Y3NOHEH Pa3TBOP € MPOTHBONOKA3aH 32 HEBPOAKCHAIHO
(MHTpPATEKAJIHO WU eNMUAYPAJIHO) NPUJI0KEeHHE, TOPATU CHIbPKAHUETO MYy HA €TaHOJI.

Yxkazanus 3a padoTa ¢ NpoayKTa:

Koraro JlekeHop HHXeKIMOHEH/MH(Y3HOHEH Pa3TBOP CE MpUiiara KaTo MHTPaBeHO3HA 00ITyC-
WHXKEKITHS, Pa3TBOPHT TPsiOBa 1a ce MHXKEKTUPA BeJHAra Clie]l OTCTPAHSIBAHETO My OT OLBETEHATa
amInyJa.

[Tpu npuiiokeHre KaTo MHTPaBEeHO3HA UH(Y3HUs, Pa3TBOPHT TPSIOBA J1a ce pa3peii ACEITUIHO U JIa ce
3aIUTH OT €CTECTBCHATA JJHCBHA CBETIIMHA.

TpsiOBa na ce u3noa3Ba caMo OUCTHP U OE31BETEH Pa3TBOP.



CbBMeCTHUMOCTH:

JlexeHOp MHKEKIIMOHEH/MH()Y3UOHEH Pa3TBOP € CbBMECTUM, KOTaTO €€ CMeCBAa B MAJIKU 00eMH
(HampuMep B CIIPUHIIOBKA) C MHXKSKIIMOHHH Pa3TBOPH Ha XETIAPHH, JIUJJOKaWH, MOP(GUH U TCOQUITHH.
WHKEeKIIMOHHUST Pa3TBOP, pa3pe/icH, KaKTo € yKa3aHo, € OUCThbp pa3TBop. JlekeHop
UHKEKIIMOHCH/MH(Y3HOHEH pa3TBOp, paspezeH B 06em ot 100 ml HopmaieH GuU3HOIOTHYCH pa3TBOP
WM Pa3TBOP Ha TIIF0K033a, € ChBMECTUM ChC CICIHUTE HHKEKIIMOHHH Pa3TBOPH: JIOTIAMUH, XETIapyH,
XUJIPOKCU3UH, JINJOKANUH, MOP(UH, METHIUH U TeO(HITHH.

He ce ycranoBsiBa abcopOIHst Ha aKTUBHATA ChCTABKA, KOTATO pa3peicHuTe pa3TBOpH Ha JlekeHop
WHXCKITMOHEH/MH(Y3HOHEH Pa3TBOP CE ChXpaHIBAT B IIACTMACOBH TOPOMYKH MM YCTPOUCTBA 32
MPUJIOKEHUE, HANIPaBeHU OT eTuiieH BuHW aneraT (EVA), nemynosen npornmonar (CP), monueTuiieH ¢
aucka mrsTHOCT (LDPE) n mommBuammxmopux (PVC).





