JIMCTOBKA




JIncroBka: HHpopMaIHH 32 nauHEHTH a'/d A (D / 4J -

Jlexcunan 50 mg/2 ml uHXeKUMOHEH/ MH(Y3UOHEH pa3TBOp o
Dexinal 50 mg/2 ml solution for injection/infusion é‘ ,5?66:72 15 -04- 2025

Jlexcketonpoden (Dexketoprofen)

IIpoyeTeTe BHHMATE/IHO LAJIATA JUCTOBKA, NPEAH [1a 3aTI0YHETE /1a NIPpHeMaTe TOBA JIEKapCTBO,
ThH KaTo T8 ChIbpPkKa BaxkHa 3a Bac undopmanumus.

- 3anaseTe Ta3u JUCTOBKA. MOXe J1a ce€ HAJI0KH J1a s MpoYeTeTe OTHOBO.

- AKO MMaTe HIKaKBH JIOITBbJIHUTEJIHN BLIPOCH, NonUTaiTe Baluus nekap wiv ¢gapmaresrT.

- ToBa nekapcTBo € npeanucado JuYHO Ha Bac. He ro npeotcTbiBaiiTe Ha Apyru xopa.To Moxe aa
WM HaBpeJM, HE3aBUCHMO Y€ NMPU3HALUTE HA TAXHOTO 3a0o0/1sBaHe ca cbliMTe Kato Bawwre.

- AKO TmOJIyYuTe€ HSKAKBM HEXKEJIlaHW JIEKApCTBEHW peakUWu, yBeJoMeTe Baiuws nexkap WM
¢apmaueBt. Tora BKJIIOUBA U BCHYKH BB3MOXHH HEXEJIAHW peaklMH, HEOIMMCAHH B Ta3H JIMCTOBKA.
Buxxre Touka 4.

KakBo ¢cbaAbpAa Ta3H JIHCTOBKA

|. KakBo nmpencrasnsBa Jlekcuran 50 mg/2 ml nHxkekunoHeH/ MHQY3MOHEH pa3sTBOP M 3a KaKBO ce
M3I10J13Ba

2. KakBo TpsiOBa na 3Haete, npeau na npuemete Jlekcunan 50 mg/2 ml nnxkekuuoneH/ MHPY3MOHEH
pa3TBoOp

3. Kak na npuemare Jlekcunan 50 mg/2 ml uHxekunoHeH/ HHQY3HOHEH pa3TBOp

4. Bb3MOXKHH HEXKeJIaHU peaKiivuu

5. Kak na cwxpansBare Jlekcunan 50 mg/2 ml nwxkxekunoHeH/ HHQY3HOHEH pa3TBOp

6. Cbbp)kaHue Ha ONaKkoBKaTa U JIONbJIHUATEIHA HHpOpMaLIUS

1. KakBo npeacrasiasiBa [lekcunan 50 mg/2 ml nnkekunoHeH/ HHPY3IHOHEH pa3sTBOP H 32
KAKBO Ce H3IM0JI3BA

Jlexcunan 50 mg/2 ml mHkekuuoHeH/ HHDY3UOHEH pa3TBOp € 00e300/Ballo JIEKApPCTBO OT rpynara
Ha T.Hap. HECTePOHIHNU npoTHBOBB3NanuTeHU cpejacTea (HCITBCO).

M3non3Ba ce 3a jieyeHHe Ha OCTpa, yMepeHa [0 CUJIHA 00JIka, KOraTo MpueMaHeTo Ha TabJIeTKHU HeE €
noaxonsuo, Hanp. Oonka cien onepauuud, O0bOpeuHn konukM (cunHa Oonka B obnactra Ha
o0sOpenuTe), O0JIKM B rbpoA.

. Kakso Tps6Ba aa 3Haete, npean aa udnouasearte JdexkcuHan S0 mg/2 ml mHxKeKIHOHEH/
HHQY3HOHEH pa3TBOP

He npuemaiite /lekcuraa 50 mg/2 ml nHkeKuHoHeH/ HHPY3IHOHEH pPa3TBOP:

- aKO CTe alleprM4yHu KbM JIEKCKeTONMpodeH MJIM KbM HAKOS OT OCTAHAJIMTE ChCTABKH HA TOBA
JleKkapcTBO (BX. TOUKA 6);

- aKo CTe aJepruyHu KbM alUETU/ICAJIMLMIIOBA KHCEIIMHA WM KbM JIPDYTM HECTEpPOUIHH
MTPOTHBOBB3NMAJINTEIIHHA CPE/ICTBA;

- aKO MMaTe acTMa WJIM HAKOra CTe MMaJIM aCTMAaTHYHH MPUCTBITH, OCTHP allepruiyeH pUHUAT
(Bb3MajieHue Ha HOCHATA JIMraBULa 3a KpaTbK NMepuo), NMoJuMny B Hoca (oOpa3yBaHUs B HOca
BCJIEJICTBHE Ha aJleprus), ypTukapus (KoXXeH oOpHUB), aHrnoeaeM (MoayBaHe Ha JIMLUETO, OUYHUTE,
YCTHUTE UJIM €3UKa, WKW JUXaATEJIHA HeJOCTAaThbYHOCT) UJIK CBUPKAHE B I'bpJIUTE ClIE] TPUEMaHe
Ha aClUPHUH WJIM JPYTrH HECTEPOUIHHU NMPOTUBOBB3NAJIUTEIIHUA CPEICTBA;

- aKo cTe cTpagand oT (oToaepruyHM MM (POTOTOKCHMYHM peakuuu (ocodOeHa _(PopMma
3a4uepBsiBAHE HA KOXKaTa W/ MM 00pa3yBaHe HA MEXYPH MPH U3JlaraHe Ha CJITbHYEBA TN 13
npyeM Ha KeTtonpodeH (HEeCTepOMAHO [IPOTUBOBB3IIAJIMTEIHO CPEACTBO Sp=
(n1exapcTBa, U3IMOJI3BAHM 32 HAaMAJIsBAHE HA MA3HUHHUTE B KPbBTA); %




-  ak0 HMare TMeNnTHYHa f3Ba (f3Ba Ha CTOMAaxa WM ABaHANECETONPbCTHHUKA), CTOMALOHO WM
YpPEBHO KLPBEHE MITH MPEAN CTe MMAlH CTOMAILHO WIH YPEBHO KbPBEHE, K3Ba HIIH Nepdopalius;

- @Ko UMaTe XpPOHWYHM XPaHOCMWIATEIIHA HapylleHusa (Hanp. JOUI0 XpaHOCMHJIIAHE, KUCEITHHH);

- @KO CTe UMaJTi CTOMALUHO WK YPEBHO KbpBEHE HUIH Mep¢opalda B pe3yITaT Ha npeailecTRallo
MPUANOKEHUE HA HECTEPOHIHHK NMpoTHBOBB3NanHTeNny cpeactsa (HCITBC) npu Gonka;

-  aK0 MMare 4peBHO 3aboNsBaHE ¢ XpPOHMYHO BB3nancHHe (Donect Ha KpoH WM yiIlepaTHBEH
KOJTHT);

- aKo CTpajlaTe OT CepHUO03HA CbpAEYHa HEJOCTATBYHOCT, YMEPEHH 110 TEKKH OLOpewHH npobneMu
WM CEPHO3HU YepHOAPOOHH NpobneMHu;

- aKO MMarTe HapYIUeHHUA, CBbP3aHU C KbPBEHETO WIH ¢ KPBBOCHECHPBAHETO;

-  AKO CTe TexXKO 00€3BOJHEH (3aryba Ha TeNeCHH TEeYHOCTH) Mopaayv NOBpPbLIAHE, AUAPUS WU
HEJIOCTATHUCH NPHEM HA TEYHOCTH;

- aKo cTe OpeMeHHaA B TPETH TPUMECTEP (MOCHEAHHTE TpH Mecella) Ha OpeMEeHHOCTTa WIH KbpMUTE.

IpenynpexaeHud H NpeaNa3zHH MepKH

["'oBopete ¢ Bamws nexap npeaw na usnonzeare [excuran 50 mg/2 ml umkekunoHeH/ HHY3INOHEH

pa3TBOp, ako:

- B MHHAJIOTO CT€ HMANTH XPOHHYHO YPEBHO Bh3ananeHue (yauepo3eH KoauT uin donect Ha KpoH),

- ¢era WM npeau ¢T¢ UMalu ApYTY CTOMALUHY MK YepHOAPOOHHU HApYLIEeHHS;

- [pueMate AWYpeTHUH HIH cTe 00e3BOJHCH M MMATe HaMajlcH KPLBEH 00EM BCNEACTBHUE Ha
npexoMepHa 3aryba Ha TeqHocTd (HAanpUMep 4eCTO YpUHUPaHe, INapHs WK MOBPBILIAHE),

-  HMaTe ChpACYHHU npobrieMy, MpekapaH HHCYIIT HITH CYHUTATE, Y€ MpH Bac MoXe Ja nMa pHCK OT
MOoABa Ha TE3¥ CbCTOAHHUA (HaNp. ako UMaTe BUCOKO KpbBHO HanfAraHe, AHabeT, BUCOK XONeCTEpO
HJIK cTe nyluay), Tpabsa na o6cbauTe neueHHeTo ¢ Bainya nexkap win dpapMaLesT;

- CT€ B CTApUECKa BB3pacCT, Thil KaTO MOXKE Aa CTE MPEeApa3NoNiokKeHH KbM HEeKeETaHW JICKapCTBEHH
peakUMH (BX. ToOUKa 4). AKO C¢ MOABH HAKOA HEXENaHa peakliHa BeJHara ce KOHCYJITHpailTe ¢
Baiuus nekap;

-  HAMarTe aleprus WIK B MUHANOTO CTe WMaJTH aJIEPTHYHH NIPOSABY;

- CT€ XEHA, KOATO HMa NpobiieM ChC 3aUCBAHETO;

- HMarTe HapylleHHe B KpbBoOOpa3yBaHeTO WK (POPMHPAHETO HA KPBLBHUTE KINETKH;

- cTpajaTe 0T CUCTEMEH JIYITYC €PUTEMATOIEC UTH CMEeceHa CheANHUTEMTHO-TEKaHHa bonecT
(HapylleHNA HA UMYHHATa CUCTEMA, KOUTO 3aciAraT ChEUHHTEIHATA ThKAaH);

- uMare Bapuuena, Tui karo no uskmovyeHne HCITBC Morat ga BrnowaT HHPEeKUMATA;

- NpUeMare APYTH JICKAPCTBA, KOUTO YBEIMYABAT PHCKA OT A3BA UK KbPBEHE, HAIPUMED
KOPTHKOCTEPOHIN W3NONI3BAHM MPH NIeYEHHUETO Ha BB3NATUTENHY 3a00N9BaAHNUSA, AaHTHAETIPECAHTH
(ceneKTMBHM HHXUOUTOpU Ha 00paTHOTO 3axBallfaHe Ha CEpPOTOHNHA), NPOTHUBOCHLCHPBALIN
JIeKapCTRA, HAIPUMED aCTIUPUH MJTH aHTHKOAryJIaHTH (JIeKapCTBEHH TPOAYKTH U3TIOI3BAHHM 34
MpeRoTBpaTsasane obpa3zyBaHeTO Ha KPbBHU CBCUPELIH, HAMTpUMep BapdapnH);

- CTpajaTe OT acTMa KOMOMHHMpPAHA ¢ XPOHUMEH PHHHT, XPOHWYEH CUHY3UT U/UNIU Ha3allHa
MOJTAMNO3a, Thil KaTo Npy Bac € Hamile TOBWILEH PHCK OT aleprusd KbM alleTUICAIMLUIIOBA
kncendna WU HCTIBC B cpasHeHHe ¢ ocTaHanara 4acT OT HaceseHueTo. [IpneMbT Ha TO3M
JIEKAPCTBEH MPOAYKT MOXKe J1a IPHYWHH ACTMAaTHYHM NPUCTBITH KIH OPOHXOCHAILM.

JAena n ioHomu

Hekcuran 50 mg/2 ml wrxekupoHeH/ HHPY3HOHEH pa3TBOP He € NMpoydYeH NpH Jeua ¥ oHOWH. ETo
3ali0 0e30NacHOCTTa K e(PMKACHOCTTZ He ¢a YCTAHOBEHH U He TpasaOBa Aa ce H3noN3Ba nNpH Acua M
HOHOIIIH.

HexcuHan He Tpa0OBa ga ce npujaara npy nuua nox 1 8-roxumya gu3pacr.

Apyru dekapcersa H JlekcnHaa 50 mg/2 ml HmxkexkuHoHeH/ HHPY3IHOHEH PA3TBOP
Hudopmupaiite Baiuus nexkap unmn ¢gapMmaleBT, ako NpHEMaTe MIH HACKOPO CTE MpPHEMANU APYTH
JIEKapCTRAa, BKIIOYHTETHO U TaKHBA OTITYCKaHH Oe3 peuenra. -

KombunHaLum, KOUTO He ce npernopbyBar:
- aUeTHNCATHUNNIOBA KHCENTHHA (ACTIMPHH), KOPTHKOCTEPORIH UM C ApYT
- Bapdap¥H, XenapHH WK JPYTU NPOTHBOCHCUPBALIH JIEKAPCTRA;




- JIMTHHA, H3NO3BaH NPH J€YSHUE HA OTIPECAECNCHN HAPYLIECHUS B HACTPOSHUETO;
-  METOTPEKCAT, U3MOJI3RaH NPU PCBMATONIEH apTPUT HIH pak;

-  X€JaHTOWH H (eHHTOHH, HU3MOJI3BaHY TTPH CNIUNENICHUS,

- cyndaMeTakcasoll, H3NON3BaH MpU OaKTepHATHK HHPEKLHH.

KoMOHHaLMK, KOUTO W3UCKBAT CELHATHHI TIPeATIa3sHi MEPKH:
- ¢ auypetuum, ACE nHxuburopH, 6eta-010KkepH U aHTHOTEH3UH [] aHTAarOHHUCTH, U3MONI3BAHY
NpH BUCOKO KPBBHO HaNSraHe U cbpacuHu npobiemn;
- C NMEHTOKCH(MPHIHH N OKCNIEHTH(MHITHH, H3MOJI3BAaHH 32 JICUCHUE HA XPOHUYHH BEHO3HH A3BH;
- 3WJOBYIMH, H3NOJI3BaH 33 JICYEHUE HA BUPYCHH HHPECKIIWH;
-  aMHHOTJIMKO3WAHH aHTHOWOTHLM, U3MONBAKH 33 JieYeHUe Ha DaKkTepHaiHd UH(EKIINY;
- XJoprnponaMui ¥ rimdOeHKIaMu, H3NOJI3BaHU NPH AHaber.

KombOuHaiun, konto TpabBa na ce MMaT npeaBu:

- XUHHWJIOHOBH aHTHOMOTHIM (Hanp. HunpodnokcalyH, NeBOGIOKCALIMH), H3MON3BAHH MTPH
BakTepHaTHN HHDECKLIWY;

- OWKJOCIIOPHMH W/IH TAKJIOPUMYC, U3IMOJI3BAHH NIPH JieYeHHE Ha 3aDoNsBaHHA HAa UMyHHATa
CHCTEMa H NpH TPAHCNNAHTALMA Ha OpraHH;

- CTPeINTOKHHAa3a ¥ APYry TPOMOOIUTHYHH WIH PHOPHHONHTHYHY JIEKAPCTBA, T.€. JIEKAPCTRA 33
pa3pyIaBaHE Ha KPbBHU CbCHPELH,

- npobeHULMI, H3NOJI3BAH NpPH nojarpa;

- OUTOKCHH, MPHJIaraH Npy JieueHue Ha XpOHWUYHA CHPACYHA HEJOCTATEYHOCT;

- MHQENPUCTOH, N3MON3BaH 3a NpeIU3BHUKBaHe Ha abopT (nipekpaTaBane Ha OpeMEHHOCT),

- AHTHIENPECaHTH OT I'pynaTa Ha CeJIEKTHBHUTE NHXNOUTOPH Ha 0OpaTHOTO 3axBaljaHe Ha
cepoToHWHA (SSRIs);

- aHTUTPOMOOLINTHM JleKkapCcTRa, M3MOJ3BaHH 34 MOTHCKAHE Ha TpOMOOLIMTHATA arperauys v
00pa3zyBaHeTO Ha KpPbBHU ChCHPELH.

AKO uMare HIKAKBH CBMHEHMS OTHOCHO IpyMeMa Ha JpyrH jsexapctia ¢ Hexcunan 50 mg/2 ml
HHXXeKLHOHEH/ HHPY3NOHEH pa3TBOp, KOHCYNTHpaiiTe ce ¢ Bawus nexap unu gapmalesT.

bpeMeHHOCT, KhbpMeHe H PepTHIANTET

He u3non3Baiite Jexcuuan S0 mg/2 ml wnHxekunoHern/ nH¢y3uMOHEH pa3TBOp 110 BpeMe Ha TPETHA
TPHMECTBD OT OPEMEHHOCTTA, ThH Kato MOXE a HaBpeY HA HEPOJACHOTO BHU ACTE WU J1a NPUYHHMU
npobieMu npH paxjaaHeTo. Moske Ia npHYHHHM pobremMu ¢ 6vOpeunTe ¥ CLpLETO NPH HEPOAEHOTO
Bu 6ebe. Moxe na noenusac Ha BalnaTa CKIORHOCT ¥ Ta3W Ha Bauieto 0ebe KbM KbPBEHE U MOXE Aa
Obae MpUYNHA, paXAaHeTO JAa 3alovHe NMO-KBCHO KM Aa OBJe NO-MPOILIDKUTENHO OT 0YAaKBaHOTO.
He Tps6Ba na usnon3sate Hekcunan 50mg/2 ml naxkekunoHeH/HHDY3NOHEH pasTBOp Mpe3 OBPBUTE 6
Mecela oT OpeMeHHOCTTa, OCBEH aKo He € abCoMHTHO Heo0XOoQUMO M MO Mpenopeka Ha Baluus
nexap. AKO HMaTe HyXJa OT JiISUCHHE Mpe3 TO3M NMEPHOI WIH AOKATO CE€ OMHUTBaATe Aa 3abpeMeHeeTe,
TpAOBRa Aa ce H3non3Ba Haif-HUCkaTa Jo3a 3a Bb3MOXXKHO Hail-kpaTko Bpeme. Ot 20-Ta cegMuua ot
OpeMenHocTTa, JlekcuHan 50mg/2 ml WHXeXUWOHEH/MHPY3NOHEH pa3TBOP MOXE Ja NPHUHHM
npobneMn ¢ 660peunte npu HepoaeHoto Bu 6¢be, ako ce mpHeMa NMOBEYE OT HAKONIKO AHU, KOETO
MOXe Ja JoBede A0 HaManeHO KOJIMYECTBO Ha OKOJIONNOAHATa TEYHOCT, KOoATO 3aoOukanda bebeto
(ONUroXuApaMHUOH). AKO UMATe HyXa OT JICUEHHE 3a [TOBEYE OT HAKOJIKO JHH, BalmusaT mekap Moxe
Ja npenopbua NOMLIHUTENHO MTPOCIeasBaHe.

AKo cTe DpeMeHHa MM KbPMHUTE, CMATaTe, 4e MOXe f1a cTe OpeMeHHa Wiy TUiaHKpare OpeMeHHOCT,
nocbhBeTBalTe ce ¢ Baluus nekap UM ¢papMaieBT Mpeau yrnotpebara Ha ToBa IEKapCTBO.

Ynorpebata Ha Hekcuuan S0 mg/2 mil umxekumoHeH/ MHPY3HOHEH pa3TBOp HE ce TpenopbyBa
J0KaTO Ce ONMUTBATe Aa 3a0peMeRreeTe WK TI0 BpeME Ha U3C/eABAHHS 3a Oe3nnoaue.

Hlodupane u paboTa ¢ MAINUHH
Hekcunan 50 mg/2 ml wwkekuuoHeH/ WHPYIUOHEH PA3TBOP MOXe JIekQ Ja TIQ .--f
crnocoOHoCcT 3a wogupanHe unn paboTta ¢ MalHHHK, ThH KaTO UMa BEPOATHOC 4“

3aMasHOCT HAW CBHIKMBOCT. B Te3u cinyuyan, He wodupalite HITH HE H3NMOJI3y
oTIryMsBaHe Ha cuMntoMmute. IlocbBeTBalTe ce ¢ Bainus nekap.




Hexcnaaa 50 mg/2 ml nkexknHoHeH/ MH(PY3IHOHEH PAa3TBOP CLAbLPKA €TAHOI.

Bceaka amnyna Hexkcunan 50 mg/2 ml nixexkuuoneH/ nHPy3noHeH pasTeop ¢eabpxka 200 mg eTanon,
eKBHBaIEeHTHO Ha 5 ml Oupa wiu 2,08 ml BuHO 2a no3za.

BpeneH e 3a T€31, KOWTO CTPAAAT OT aJIKOXOJIN3IBM.

Jla ce uma npeasua npu OpeMeHHU H KBPMEIOH XKEHH, Jella ¥ BHCOKO-PUCKORH I'pyTH, KaTo Hamnp.
TIPH NALMEHTH ¢ YepHOoApoOHO 3a00sisiBaHe HIIHN EIMUNENCHs.

To3u nexapcTBEH NPOOYKT ChABPXKA Mo-Manko oT 1 mmol Hatpuit (23 mg) Ha o34, T.€. 10 ChUECTRO
e ,,0e3 HaTpuii®,

3. Kax na manoassare Jexcnnaa 50 mg/2 mi nrxexnnoHen/ HHGY3IHOHEH pPa3TBOp

BuHaru n3mnosssaiiTe ToBa JIeKapCTBO TOMHO KakTO BH e kazan BaiMaT nekap. AKO He CTe CUTYPHU B
HeIlo, monutaite Bams nekap.

[TpenopbunTenHara go3a oOnkHoBeHo € 1 amnyna (50 mg) Ha Bcekd 8-12 gaca. [Ipn HeoOXoaUMOCT
HHKEKIIMATA MOXeE 1a Ce MOBTOPH cief 6 vyaca. B HUKakbs cyyaid He HagBUILABAKTE o0LaTa JHEBHA
go3a ot 150 mg (3 ammymn).

Hinonzpaiite NeUeHHETO ¢ KHXKEKLMK caMo Tpe3 nepruoaa Ha ocTpa Oonka, He noBevye OT ABa AHH.
[Tpn BBL3MOKHOCT NpeMrHETE Ha o0e3bosisralLo neueHue ¢ dexkcunan 25 mg rabnerku.

lMamyeHTHTE B cTapuecKa BH3PACT ¢ HapyuweHa ObOpeuHa QyHKLUUA ¥ MaUUEHTATE ¢ OBOpeUHH WK
yepHROApOOHH nNpobneMu He TpAOBa Aa HaABHIUABAT 00LIa AHEBHA 103a oT 50 mg (1 ammnyna).

HaunH Ha PHIOKEeHUe

Hekcunan 50 mg/2 ml wHxexuroneH/ HHPY3HOHEH pa3TBOP MOXKeE Jia CE NpHNIara MyCKYJIHO MJIH
WHTPAaBEHO3ZHO (ONUCAHUETO U TEXHUYECKH NOJAPOOHOCTH 38 HHTPABEHO3HOTO MPUITIOXKEHHE Ca NaACHH
B pazjaen . THPopMaLMs 3a MEIULIMHCKHATE CNIELIAAITUCTH™ ),

[Tpu MycKynHO NpHNIOXKEHHE, PA3TBOTHT TPAOBa Aa ce NPHIIOXKH BeHATA Clel H3TErIAHETO MY OT
LIBETHATA aMITyJia, KaTo 0aBHa MHXEKLMA IbJIOOKO B MYCKYIIA.

Tpabea 1a ce H3noa3BaT caMO OUCTPH H TPO3payHU Pa3TROPH.

Ynorpeba npu Jena H IOHOIH
To3n niekapcTBEH NMPOOYKT He TpAOBA Aa ce H3MON3BA MPU Aela M IOHOWIM (Ha BB3pacT nox 18
FrOJAWHH).

AKO CcTe H3NOJ3BaJH MoBede OT HeoOxoaumata go3a excunan 50 mg/2 ml HEkekunouen/
HHGpPYIHOHEH PA3ITBOP

AKO cTe W3NON3BAIN MNMOBeue OT HeoOXoanMaTa o3a OT TOBa JIEKapCTBO, BEAHAra C€ CBbpPKETEe C
JeKap WM Ja OTHAETE 10 Hall-6mM3koTo OOMHWUYHO 3aBejeHWe. BieMeTe onmakoBkaTa W JIMCTOBKATa
che cebe cu.

Ako cTe nponycHaau aa uinoaipate dexcuuan 50 mg/2 ml wHXKexkuHOHeH/ MHPYIHOHEH
Pa3TBOP

Axo0 cTe nporycHany Aa uznon3pare JlexcuHan 50 mg/2 ml wHxkekunoHeH/ UHQY3HOHEH pPa3TBOP,
B3eMeETE ClIcABallaTa 4034, KOrato ce CEeTHUTE, OCBEH ako He € MHOro 0/1M30 0 cneqBalilara ao3a.

He B3eMaiiTe ABOHA 033, 33 Ja KOMIIEHCHpaTe NpoITyCHaTaTa [403a.

AKO MMaTe HAKaKBM JONBAHHTE/HU BLIPOCH, CBBP3aHH C ynoTpebaTa Ha TO3U NeKapcTBeH NPOAYKT,
nonuTaiite Baws nexap nim dpapmManesT.
4. BL3IMOKHH HEXKeNaHH peaklHH

Kakto BCHUKM JeKkapcTaa, TOBa JICKAPCTBO MOXE Ja NPEAH3IBHKAa HEXKEIJIAHH pEAKLHH
BCCKH I'H NOTy4Yaba.




YecTH HeXKeJaHH peakliiuu (Moxe fa 3acerdaT 4o 1 Ha 10 gywu)
["anexe w/unm noBppouiiaHe, 60NKa HaA MACTOTO HA HHXXEKTHPAHE, peakUy Ha MACTOTO Ha
MHKEKTHPAaHE — Hanp. Bb3NalleHHA, CHHHHA WJIH KbpPBEHE,

HeuecTH HeXxeJIAHHN peakuiu (Moxe /a 3acerHar jo 1 va 100 aywn)

[ToBpblifaHe Ha KPBB, HUCKO KPBBHO HaiAraHe, BACOKA TEMIIEPATYpa, 3aMBrIIEHO 3pEHHE, 3aMasHOCT,
CBHNIUBOCT, HAPYLICHHA HA ChHA, r1aBo00IMe, aHEMHS, KOpeMHa BOJIKa, 3amek, XpaHOCMUTaTeTHH
ripobnemu, Inapus, cyxa ycTa, 3a4epBsBaHe, OOpHB, JEpMaTHT, CbpOEK, NOBHINEHO H3NOTABAHE,
oTnagHaisocT, 60nKa, YyBCTBO Ha CTY.

PeaxH HexxeJaHH peaknMH (Moxe na 3acerHar 1o 1 Ha 1 000 gywwn)

[TenTruHa 5382, nepdopallia UNH KbPBEHE Ha MENTHYHA A3Ba, BUCOKO KPLBHO HandraHe, 3aryda Ha
chiHaHue, 3a0aBeHO JHlIIaHe, Bh3NaJicHHe Ha MOBbPXHOCTHA BEHA B PE3Y/ITAT Ha KPhBEH ChCUPEK
(norbepXxHOCTEH TpoMOOd1ebuT), nepudepH OTOK, OTOK Ha TApUHKCA, H3OJIUPAHO MpecKkadaHe Ha
CHpHETO (EKCTPACUCTONIK), YUECTEHA ChpAEYHA AeHTHOCT, HeoOHUaliHO ycellaHe, YyBCTBO Ha BTPHCaHe
¥ TPBIKH, IYM B YIIUTE (THHHT), OOpHB CbC CbpOEXK, akHe, )KbATeHHUA, 60NkH B repba, 610peuHa
Oonka, 4ecToO YPHHAPaHe, MEHCTPYAIIHN HapylWeHWA, TPOOJIEMH ¢ MPOCTATaTa, MYCKY/THA CKOBAHOCT,
CTaBHA CKOBAHOCT, MYCKYJIHH KPaMITH, OTKIIOHEHHUA OT HOPMAJTHHUTE CTOMWUHOCTH MPH YEPHOAPOOHH
U3CclleJBaHUA, TOBULUISHUE HA KpbBHATA 3axap (XHIeprivukeMud), NOHUXEHUE HA KPbBHATA 3axap
(xumornaukeMus), octpa OL0peuHa HeJOCTaTHYHOCT.

MHoro peJkH HexxeJ1aHM peakuHH (Moxxe aa 3acerHat no | Ha 10 000 aywn)

AHadunakTiyHa peakius (peakuys Ha CBPbX4YYBCTBHTENIHOCT, KOATO MOXE Jia XOBeAe U Jlo 3aryba Ha
Ch3HaHWE), OTKPHTH PaHH MO KOXAaTa, ycTara, O4YATe W reHUTaTHaTa obnact (cHApoM Ha CTUBBHC-
JDKOHCBH), NOAYBaHE HA JIMLIETO WIH MOAYBAHE HA YCTHUTE M I'bPJIOTO (AHTHOEEM), 3a7IYX B
pe3yJITAT Ha CMa3bM Ha MYCKYJIATE OKONO ANXATENMHHTE MbTHIlA (OpOHXOCTAa3EM), MOBRBPXHOCTHO
NULIAHE, YCKOPEHA ChpASYHA AeHHOCT, HACKO KPBBHO HANATaHE, BRINANCHUE Ha NMAHKPeaca,
3aMbIIIEHO 3pEHUE, IUYM B YUIHTE (THHUTYC), YYBCTBHTENHA KOXA, YYBCTBHTENHOCT KbM CBETIIMHA,
chpOex, 60peaHH HapyilleHUs, HaMmaneH Opoil 6emy KPEBHY KJIETKH (HEYTPOTNEHN ), HamaneH o poii
TpoMOOLIUTH B KpBBTa (TpOoMOOUHUTONIEHU).

Yrenomete Balilus fnexap ne3abaBHO, ako MOYYCTBATE HAKAKBY CTOMAITHH/IPEBHY HEXKETAHH
NeKAPCTBEHH peaklMi B HAYaJI0TO Ha JiedeHHeTo (Harp. cToMalHa 605Ka, KHCEJIMHY WK KbpBEHE),
aKko Mpeayn TOBA CTe CTPAJaNIN OT HAKOA OT HEXXENAHHUTE JIEKAPCTBEHHU peaKkLiMi Nopagn
MPOABJDKUTENIHA YyNOoTpeba HA NPOTUROBB3NANUTEIHH JIEKAPCTBA H 0COOEHO aKo CTe B CTapyecKa
BBL3pACT.

Cnpete ynotpebarta Ha Hexcunan 50 mg/2 ml umkekuuoxHeH/ ¥HPy3IHOHEH pas3TBOP KONKOTO Ce
MOXKe MO-CKOpO Clel KaTo 3abenexuTe nospaTa Ha KoxeH oOpHB, JIE3NH 10 JTUraBHLlaTa Ha ycTaTa
HJIN TEHHTAIIMUTE WK KaKbBTO W Aa € IPH3HAK Ha aneprus.

I[lo BPEME Ha JICYCHHE C HECTCPOHAHH MMPOTHBOBBIITAIIHTCIIHH CPEACTBA €A JOKNTAJIBaHH 3a0bpXKaHE Ha
TECYIHOCTH H OTOK (DCDﬁBHD Ha FJIe3€HUTC H KpﬂKﬂTﬂ), [MOBHIUCHO KPBbBHO HATATINaHE H CHPICYHA
HENOCTATBbYHOCT.

Jlexapctia kaTo Hekcurnan 50 mg/2 ml uHxexunoHeH/ MH(PY3HOHEH pa3TBOP C€ CBBLP3BAT C JIEKO
MOBHUICH PHUCK OT HH(APKT HA CHPLETO (,,MHOKApPACH HHDAPKT™) UM UHCYNT,

[Tpx mauMeHTH ¢ HApYINEeHHA Ha NMYHHATa CHCTEMAa, KOHTO 3aCATaT CheIMHUTEHATA ThKaH
(CHCTEMEH JIYNIyC EepUTEMATOEC WM CMECEHa CbEAMHATENHO-ThbKaHHA DONeCT),
NMPOTHBB3NATUTEHHTE JIEKapcTBa MOTAT PAKO Z1a MOBWIUABAT TEMIIepaTyparTa, Ja fp
rnasobosine ¥ CKOBAHOCT Ha Bparta.

AKO HAKOS OT HEXXEITAHWTE JIeKapCTBEHH peakIlUM CTaHe CEPUO3HA WU 3a0eNexkH
HEONUCAHU B Ta3M JTHUCTOBKA HEXKENAHH peaKLiiH, MOJIA, yBeaoMeTe Bamus sexkap.



CbobmaraHe HA HEXEIAHH PeaKkiMH

AKO TIOJTY9HTE HAKAaKBH HEXE/IaHHU JICKApCTBEHH peakuny, yBeaoMere Bauwins nekap, gpapmaueBT Uin
MeJIWUHHCKa cecTpa. TOBa BKIFOUBA BCHUYKM BB3MOXHH, HEOMWCAHH B Ta3H JIHCTOBKA HEXeNaHW
peakuu. MoxeTe cbilo aa cbobiuguTe HEXKeNnaHu peakiu JUPEKTHO Ypes:

M3 mrpTHATEIHA arcHIUA N0 JIekapCcTBaTa
vi. ,,Jilamsid ' pyeB™ No 8

1303 Codus

TeJ1.: +359 2 8903417

yeOcaliT: www.bda.bg

KaTto cphobijaBaTe HexenaH¥ peakLMH, MOXKETe Ja JajcTe CBOA TNPHHOC 3a NMOJMyYaBRaHe Ha noBeue
WH(opMaLMa OTHOCHO De30MmacHOCTTa Ha TOBA J1IEKapCTRO.

5. Kak ga cexpansBarte dexkcunan 50 mg/2 ml naxekuuonen/ nHQy3IHOHEH pPa3TBOp

Jla ce chbXpaHABa Ha MACTO, HEJOCTHITHO 3a Jetla.
Jla ce chbXpaHsARa B OPHIHHATHATA OMAaKOBKa.

CeXpaHABalkTE aMITyJIUTE B KAPTOHECHATA KyTHS, 3a [1a ce lpeAnasBar 0T CBET/IHHA.
Ha ce cexpaHsea nog 25 °C.

He manomn3BaliTe ToBa NEKApCTBO Clied CPOKa Ha MOJAHOCT, OTOENA3aH BBPXY KapTOHEHATA OMAaKOBKA,
cnex .l 'oaeH 1o:". CpoxbsT Ha FrOAHOCT OTroBaps Ha MOCAEAHNSA OEH OT MOCOYEHHA Mecell,

He n3non3eaiTe ToBa JeKapCcTBO, ako 3adenexnTe, e pasTBOPLT HE € OUCTHP Y NPO3pavyeH U aKko UMa
NPH3HAIM Ha HaPYLIEHO Ka4ecTBO (Hallp.4acTHIIH).

Nexcunan 50 mg/2 ml unxkekiinoHeH/ HRQy3MOHEH pa3TBOp € Camo 3a eAHOKPaATHO MPRIIOXKEHHE
ciel OTBapsAHE N TpAOBA /1a ¢e W3IOJ3Ba BEHAra clie/] OTBapAHEe Ha aMNynara.

He u3xBupnsitTe nekapcTBa B KaHaNM3auMaTa Ky B KOHTeHHepa 3a AoMallHu oTnaasuu. [lonuraiite
Baiuusa papMaueBT Kak 13 H3XBPIATE NIEKAPCTBa, KOHTO Beue He u3nonisare. Tesn Mepky e
CIIOMOTHAT 32 OlTa3BaHe Ha OKOJIHATA cpeaa.

6. CranpXaHne Ha OMMAKOBKATA H AONMLJAHHUTENAHA HHoOpMaLHus

KakBo cbABLpka Beaka amnyaa dexcunan 50 mg/2 ml nmkekunonen/ HHPy3IHOHEH Pa3TBOP
AKTHBHOTO BEHIECTBO € JekckeTonpodeH TpoMeramorn (73,80 mg), ceorBercTBamo Ha 50 mg
AekcKeTonpodgeH.

Hpyrure chCTABKU Ca: ANKOXON (€TaHON), HATPHUER XJIOPUJ, HATPUEE XUAPOKCHA 1 BOJA 34
WHXKEKIIHH.

Kak m3raexaa Hexennaa 50 mg/2 ml unkexninonen/ HHQY3HOHEH Pa3TBOP H KaKBO ChIbLPkKa
ONAaKOBKATA

NrxexuuoHeH/ MHQY3HOHEH pa3TBOp.

BucThp K Oe31BeTEH pa3TBOP B aMNy/a OT LUBETHO CTBKIO THN .

Bcsika ammyna ceabpika 2 ml MHxkeKHOHeH/ HHQY3NOHEH Pa3TBOP.

BHuose OIMAaKOBKMU:
6 aMmmynH




IIpuTexkaTen Ha pa3pelieHHETO 32 ynoTpeba H nmpon3BoANTE]

HOBEJI ®APMA EOO/
Oyn. “bparapua” Ne 109
Codus 1404, buarapus

MaTa Ba nocJeaHO Npepasriexaane Ha Juctoskara: 01.2025 .

HudopMalis 3a MEAHIHHCKH CIICHAJIHCTH
Taszn uHdopMaLnd e NpelHa3HAYEeHa CaMo 32 MEAULIMHCKH CTIELHATTUCTH.
NHTpaBeHO3HO NPHIOKEHHE

HHuTpaBeHO3HA HHPY3IHA - CHIbPKAHHETO HA eiHa amnyna (2 ml) Jlekcunan TpsbBa 1a ce paspean
B 00eM oT 30 go 100 ml nopmanen guznonornyeH pasrsop, S % pa3TBop Ha FIIIOK03a HIH Pa3TBOp Ha
PrHrepos naktar. PazpeReHHAT pa3TBOP ce Mpuiara kato OaBHa HHTpaBeHO3HA HH(Y3INSA B
npoxskeHne Ha 10 1o 30 muH. Pa3TBop®T TpsiOBa Ja ce na3u oT ecTeCTBEHA JHEBHA CBET/IHHA.

HuTpareHo3no 6oayc - npu HeoOXOOUMOCT CHLOLPXAHUETO Ha amrtynata (2 ml) Moxe jaa ce
npunoxn HaBHO MHTPABEHO3HO HONYC B MPOABIKEHUE HA HE MTO-MAaNKo OT 15 CeKyHIH.

HexcuHaa 50 mg/2 ml uikeKiHoOHeH/ HHPY3NOHEH pPa3TBOP € IPOTHBONOKA3IAH 33
HEBPOAKCHAIHO (HHTPATeKAJHO HIIH eMHIYPATHO) NPHIOKEHHE NMOPATH ChALPXKAHHETO HA
eTaHoJl.

HNHCTPYKIHSA 33 NPAI0KeHHE Ha TPOAYKTA

[Tpu vHTpaBeHO3HO HoNyc npunoKeHKHe Ha JIeKCHHaN HHKeKHHMOHeH/ HHPY3IUOHEH pPa3TBOp,
pa3TBOPLT TPAOBA [1a Ce NPUNOXKK BeJIHAra cjie[] U3TEIJISHE OT LBETHATa aMITyJia.

Ilpu npunoxenNe KaTo NHTpaBEHO3Ha MH(PY3HA, pa3TBOPBT Tpabsa da ce paspeay NpH acenTHUHA
YCIIOBHA W Jia Ce 11a3¥ OT eCTeCTBeHa JHEeBHA CBET/IMHA. Pa3speleHUAT pa3TBOp € Npo3payHa TeYHOCT.

CLBMECTHMOCTH

JexcHHan HHXKeKUNOHeH/ MH(Y3HOHEH pa3TROp MOKa3Ba CEBMECTHMOCT IIPH CMeCcBaHe B MAJIKH
o6eMH (Hamp. B CIPUHLIOBKA) ¢ HHXXEKLMOHHU pa3TBOPH Ha XeNapHH, TUA0KaHH, MOPOHH H
TEO(HIIHH.

HexcuHaT HHXKeKUHOHER/ HHDY3IMOHEH pasTBop paspedcH B obem 100 mil ¢puznomornueH pasTeop
WM pa3TBOP Ha CKKO3a € N10Ka3a ChBMECTHMOCT ChC CREAHUTE HHKEKLMOHHH pPa3TBOPH: JOTIAMUH,
XenapHH, XHAPOKCH3HH, JINJIOKaHH, MODDHH, TETHIUH U TEOPHIIHH.

He ce nabmonara abcopbina Ha NeXapCTBEHOTO BEILECTBO ITPH ChbXPAHEHUETO MY B MJIACTMACOBH
CaKuyeTa WM NpUCNocobneHns 3a NpUIIoKeHHe, W3TOTBEHN OT eTUaBHHANaLeTap (EVA), uenynosed
nponuoHat (CP), monuetnned ¢ HUcka nmsTHOCT {(LDPE) v nonusmHunxsopun (PVC).




