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JIncroBka: uadopMauus 3a norpedbuTe s

OPMYC 40 mg npax 3a HHXKeKLHOHeH/HHPY3HOHEH pa3TBOP
ORMUS 40 mg powder for solution for injection/infusion

(E3omenpazon / Esomeprazole)

IlpoyeTeTe BHHMATEJIHO HSAJIATA JHCTOBKA, NPeAH /12 3alI04HeTe 1a H3M0JI3BaTe TOBA JIeKapPCTBO,

Thil KATO T8 ChABbPKA BakHa 32 Bac nundopmanus.

- 3ana3ere Ta3u JUcToBKa. Moxe J1a ce HAJIOKH J1a sl TPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH JIONbJIHUTEIHU BbIIPOCH, nonuTtaiTe Bawus nekap unu papmauesnT.

- AKO NMOJIy4HTe HAKAKBH HEXEJIaHW JIEKApPCTBEHHU peakiuu, yBeaomere Baluus nekap unu
¢apmaiieBT. ToBa BKIIOYBA H BCHUKH Bb3MOXKHH HEXEJIaHU peaKLiMy, HEOMUCAHU B Ta3u JIMCTOBKA.
BuxTe To4Ka 4.

KakBo ¢bABbpKa Ta3H JIHCTOBKA

L. KakBo npeacrasiasiBa OpMycC U 3a KaKBO €€ M3M0J13Ba

2 KakBo TpsiOBa ja 3Haere, npeau Aa usnonssare Opmyc

3. Kak na u3nonssare Opmyc

4. Bb3MOXKHH HEXEJIaHH peakluu

o P Kak na cbxpansBate OpMyc

6. CbabpikaHHe Ha ONakoBKaTa H JIONbJIHUTEIHA HHPOpMaLIHs
1. KakBo npeacraBasipa OpMyc H 32 KAKBO ¢e H310J13Ba

OpMyc chabpika BelleCTBO, Hape4yeHo e30Menpa3oJi (esomeprazole), KOeTo NPUHAAJIEKH KbM Ipyna
JieKapcTBa, HapeYeHH HHXUOMTOPH Ha MPOTOHHATA nomna. Te3u siekapcTBa JelcTBaT Ype3 HamalisBaHe Ha
KOJIMYECTBOTO KHCEIHMHA, KOSATO Ce NMPOU3BeXk/J1a OT CToMaxa.

OpMmyc ce M3MoJI3Ba 3a KPaTKOCPOYHO JIEYEHHE Ha ONpeiesIeHH CbCTOSHUSA, MPH KOMTO HEe MOXeTe Ja
npuemMare JekapcTsa npes ycrara. M3nosnssa ce 3a 1eyeHue Ha ClIeIHUTE ChCTOSHUS:

Bb3pacTHH
— "T"actpo-e3odareanna pedunykcHa 6onect".ToBa € CbCTOSHUE, TPU KOETO KUCEJIMHA OT CTOMaxa
C€ Bpbllla B XpaHONpPOBOAA (CBbP3Balll 'bPJIOTO U CTOMaxa) U ToBa MpUYUHABA 0OJIKa,
Bb3IMaJleHHE H KHCEJIUHH.
— CroMaluHH 3BH NPH Bb3PACTHHU, NPHYHHEHH OT rpyna jekapcrsa, HapeyeHn HCIIBC
(HeCTepOMHH NPOTHBOBB3NAJIUTENHH cpeacTBa). OpMyCc MOXke CbIIO TakKa Ja NpeAoTBpaTH
¢opmupaHeTo Ha ctoMaluHu 138U, ako npuemare HCIIBC.

e anﬂDTBpﬂTHBﬂHE Hd MMOBTOPHO KbPBCHC IIPH Bb3PAaCTHH MAUHCHTH CJICA TCPAIICBTHYHA
€HAOCKOIIHUA TPH OCTPO KbPBCHE OT CTOMAalllHA HJIH AYOJICHAJIHA A3Ba.

Jena nm moapacTBauii Ha Bb3pacT oT 1 10 18 roaunn
— "T"acTpo-e3ogareanna pedaykcHa donect” (I'EPb). Tosa cbecTOsiHME ce XapaKTepy

HaBJIU3aHE HA KMCEJIMHATa OT CTOMaxa B XpaHOoMnpoBo/a (Tpbdara, koaTo CBbp3Ha FPIC
cromaxa Bu), koeto npuunHsaBa 00J1Ka, Bb3NaJIEHUE U KMCEIIMHH. R\
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2. Kaxso Tpabsa aa 3naere, npean aa m3non3sate Opmyc

He ninon3saiite Opmyc

—  2KO CT€ QICPrU4YHH KbM €30MENpa30il HIM KbM HIKOR OT OCTAHAJIUTE CbCTABKH HA TOBA
JeKapcTBO (H30poeHH B TouKa 6);

— aKO CTe ANepruvHH KbM HHXWOUTOPH Ha NMPOTOHHATA NOMITA (HANPHMEP NMaHToNpasoi,

| naH3onpason, pabenpason, omerpason);

—  AKO NpHeMaTe JeKapCcTBCHU NPOAYKTH, CbAbpKALIH HENPHHABUP (M3TOJ3BaHU [IPH
nedenre Ha HIV undekuun);

—  aKO HAKOra cTe pa3BMBANH TEXbK KOKEH OOpHB MM JIIOIIEHE Ha KOXAaTa, NOSBa HA MEXypH
H/WIIK paHH B YCTHATA KyXHHa ciel npueM Ha OpMyc WiH ApyrH noaoOHK JekapcTBa.

He u3nonssatite OpMyc axo HAKOE OT rOpENOCOYCHUTE Hellla ce 0THacA 3a Bac. Ako He cTe CUTrypeH,
ofbpHETE ce KbM Balnus unu MeauIMHCKA cecTpa, Npean Aa H3NON3BaTe TOBA JIEKAPCTBO.

IIpeaynpexaeHHS B OpeANa3HA MEePKH
["oBopete ¢ Baiiug nexap WiM MEIHLMHCKA CecTpa, npeay aa Hinoaseare OpMyc ako:

- aKo MMare TeXKo uepHoapobuo 3abonspaHe;

- axo umare Texko ObOpeyHo 3abongpane; ,

- aKO HAKOra CTe MOJYHaBalH KOKHA peaklus clie] JeUeHHe ¢ IEKApCTBo, NoJobHo Ha OpMyc, KoeTo
HAMAIABA CTOMALLHATAa KHCeNMHHA. CepHO3HH KOXKHH PeakiHHl, BKIIOYHTENIHO CHHAPOM Ha
CTHBBHC-/[DKOHCBH, TOKCHYHA ENHACPMAaNnHa HEKPOJINU3a, JEKAPCTBEHa peakuua ¢ e03HHODHINS K
cucteMHH cumntomn (DRESS) ca noxnaneanu BbB BpBb3Ka C JIEYEHHE ¢ €30Menpason. Crpere
npueMa Ha OpMyC H He3abaBHO NMOTHPCETE MEAHLIMHCKA TOMOLI aKo 3abeNexure HAKoi OT
CHMIMTOMHTE, CBbP3aHH C TEXKY KOXHU PEaKkLUHH, ONMHCAHHU B TOUYKA 4,

- . axko TpAOBA Ja CH HallpaBHTe ONpeAcseH BHA H3CNeABaHEe Ha KPbBTA (XpOMOrpaHHH A).

OpMyc MOXe Ja MacKHpa CHMIITOMH Ha ApyrH 3abonssanus. 3aToBa aKko 3abesexxnaTe HAKOE OT
CNeHHTe CbCTOSHAR, Y€ ce caAyuBa ¢ Bac, npean Ja 3amovHeTe aa H3noa3BaTe OpMyc HJIH AOKATO

ro H3MoJa3BATE, He3a0aBHO ce cBbpkeTe ¢ Balmasa gekap:
— orcnabpare 6e3 npy4MHa, a HAMaTe NpodbneM ¢ NpernbIIaHeTo;

— Hmare Donka B cTOMaxa MJIH HAPYLIEHO XPaHOCMUJIaHE;
— 3anou4BaTe Aa NOBPBILATE KPBB WIH XpaHa;
— HMMare uepHu uznpaxHeHHd (IPHMECEH ¢ KpBB delec).

[IpuemMbT Ha HHXHOUTOP Ha MPOTOHHATaA NTOMIIA, KaKbBTO € OpMYyc, 3a NepHoA NO-ALJIBT OT 1 roguHa,
MOKE Ja NOBUIUH PUCKA OT (PpakTypa Ha 6eApoTO, KUTKATA HIH rpbOHaYHKA CTBIO. YBeaoMere Baus
JIeKap aKko HMaTe OCTEONOpo3a HIIH aKo NMPHEMATE KOPTHKOCTEPOUIH (KOMTO MOTaT Aa NOBHIIAT PHCKA OT
OCTEOMNnopo3a).

AKo BH ce nosBH KoxeH 00puB, 0COOEHO NPH HINOKEHUTE HA CTHHYEBA CBETIHHA KOKHH MOBBPXOCTH,
norbpcere Baluua nexap BefHara, Thil KATO MOXE J1a C€ HAJIOXKHU Aa cnpe JedeHnero ¢ Opmyc. Umaiite
NpeABHA, Y€ MOXE fa CE NPOABAT M JAPYTH NPH3HALM Ha ToBa 3abonaBaHe, karo Gonka B cTaBUTe.

Hpyru aexapcrea n Opmyc
Nudopmupalite Bamna nekap uim MEAHIIMHCKA CECTpa, aKO MPHEMATE, HACKOPO C
Bb3MOXHO Jla IpHeMeTe APYTH JeKapCTBa.




Toga ¢ 3aworoTo OpMycC MOXKe Aa IIOBNIUIE€ BEPXY ACHCTBUETO HA HAKOH JIEKAPCTBA, KAKTO U ONIPEACIEHH
nekapcTBa oxasBar edekT Bupxy Aelicrsuero Ha OpMyc.

He npuemaiiTe OpMyc ¢ 1eKapcTBEHH MPOAYKTH, ChABPXKAIM He(PHHABHD (M3MOJ13BaH 3a JIeUEHHE HA
HIV nndekuus). *

Kaxere Ha Baimus nekap uny MeAHIMHCKA CeCTpa ako NpUeMaTe HAKON OT C/IEAHHUTE JIeKapCTBEHH
IPOAYKTH:

— AraszaHaBup (M3non3BaH 3a neueHHe Ha HIV ungpekuus);

— Knomagorpen (M3n0/13BaH 32 NpeAna3BaHe OT KPbBHH ChCHPELIR);

— KeTokxoHa3051, HTpaKoHAa30/ HIH BOPHKOHA30M {M3MOJI3BaH 3a JICHeHHe Ha UH(PEeKLHH, IPHIHHEHH
OT reOHYKH); | -

— EpnotuHub (13non3paH 3a JedeHHe Ha pak);

— LuTanonpam, MIMHIIPAMHH HIIH KJIOMHUNIPAMHE (M3IIO/I3BaHK 33 JICUECHHE HA A¢npecus); .

— Jlnazenam (M3M0J3BaH 3a JieueHHE Ha 0e3NOKONCTBO, MyCKYJICH PEIAKCAHT WM NIPH EMMIENCHA);

— (DeHNTOHH (M3NOA3BAH NpPH enuaencus). AKO npueMare PEeHUTOMH, Bawnar nexap Tpabsa ga Bu
HabnloaaBa, KOraTo 3ano4yBaTe HIIH CIIHPATE NPUIoKeHHeTo Ha OpMyc;

— JlexapcTBeHH NPOAYKTH, H3MION3BAHH 3a paspexaaHe Ha KpbBTa, HanpuMep BapdapuH. Baimusr
nexap Moxe sia Bu Habmonapa, Korato 3alovBarte MiH CliMpaTe npuhoxeHuero Ha OpMmyc;

— llpnocTazon (M3MOA3BaH 3a JEYEHUE HA K1ayIMKAuo - Donka B KpaKaTa, KOraTo XoaMTe,
IIpHYMHEHA OT HEJAOCTATBYEH [IPHTOK HA KPbHB B TAX);

— lluszanpuj (M3NON3BaH MPH HAPYLIEHO XPaHOCMHJIAHE U ,,KHCEJIMHH B CTOMaxa’ );

— JIurokcuH (M3n0n3BaH NpK CbPACYHH Npobnemu);

— MeToTpekcar (n1ekapcTBO 3a XHMHOTEPANHUS, H3NOI3BAHO BbB BUHCOKH J03H 3a ICYSHHE Ha paK) -
aKo NpHeMare BUCOKH J03H METOTpeKcaT, BamuaT 1ekap BpeMEHHO MOXe Ja NpeyCcTaHOBH
neyenuero Bu ¢ Opmyc;

— Takponumyc (M3m0N3Ba ¢ 32 NPeAOTBpPATABAHE OTXBBPNSHE HA TPAHCILIAHT);

— PudamriuumH - H3MOM3BAH 32 JedeHue Ha Tybepkynoaa;

— JXBAT KaHTapUOH (HM3MOJI3BaH 3a JICHCHHE HA JCTIPECHA).

bpemMedHocT, KbpMene H QepTHIAHTET
Axko cte 6peMeHHa WA naHupare OpeMEeHHOCT, KaxkeTre Ha Bainug nexkap npeau U3non3BaHeTo Ha TOBa
JIEKapCTBO.

BawuaT nekap Lie pelny Jajnd Moxe ,ua npuemare OpMyc B TO3H Ciydai.

He ¢ u3BecTHO Az OpMyc MHHaBa B KbpMarta. [lopanu Tosa He usnonssalire OpMycC ako KbpMHTE.

Illo¢npane 8 paboTa c MaHmIEREH

OpMyc He noBauaBa cnocobHocTTa 3a IwodHpaHe H paboTa ¢ MallIHHA.

Hexenanm peakuuu, obauye, KaTo 3aMasHOCT H 3aMbIJICHO 3peHue (HEYECTO M PAAKO) MOXeE Ja Ce MOABAT
TI0 BpeMe Ha JIeUeHHeTO (BHXTe TOYKa 4), AKO NMOYyBCTBaTE, Y€ NPpH Bac ce MoABAT TakKHBa PeaKlHH, He
wodupakite 1 H30areaiite pabora ¢ MalIMHM.

Opmyc cbaABLpxKa BaTpHi.
ToBa nexkapcTBO CpABPKA MO-Manko oT 1 mmol Hatpuit (23 mg) Ha PnakoH npenn pa3peKaar g 5Ke

Aa ce KakKe, 4e NMPaKTHYEeCKH He ChAbPKa HaTpHil. %) No ,e%.'

3. Kak az manonssate Opmyc




OpMyc MOKe 1a ce NpHJlara Ha Aeua 4 noApacTBallld Ha Be3pacT oT | Ao 18 roaquHH v Ha Bb3PacTHM,
BIJTIOYMTENHO M HA NALMEHTH B CTapyecKa Bb3pacT.

IIpaaoxenne Ha OpMmyc:
Bvipacmuu:

e Opmyc ule Bu 6B1e npunoxeH ot Bainusa aekap, KOKTO 1e NpeueHd KaKkBO KONHYeCTBO Bu ¢
HeobX0auMO.

o [IpenopbuBaHata no3a € 20 mg unu 40 mg BeAHbX JHEBHO.

e AKO HMaTe TEXKH YepHOApoOHH NpobieMH, MakcuManHaTa A03a € 20 mg Ha aeH (I'EPh).

e Topa nexapcTBo e Bu Obae npunoxeHo KaTo HHXKEKIHA HIH HHOY3HA B eHa OoT BeHnTe Bu. Tosa
MOJK€ Ja NPOIBMXKH 10 30 MUHYTH.

e [IpenopbuBaHaTa 1032 32 NMpeJOTRpaTABAHE HAa NOBTOPHO KbPBEHE OT CTOMALLIHA KK AyOJAcHAIHA
1382 ¢ 80 mg, NpUNOKEHHN KaTO HHTPABEHO3HA HH(PY3uA 3a 30 MUHYTH, MOCEABaHA OT
npoabxuTeaHa MHGY3ns oT 8 mg/h B npoabkeHye Ha 3 AHK. AKO MMaTe TeXKU YepHOAPOOHM
npobnemMu, Moxe Aa Oble JOCTAThYHA MPOABIKHATENHA HHY3uA 0T 4 mg/h B npoabDKEHHE Ha 3
IHH.

Heya na evapacm om I 0o 18 200unu

e OpmMmyc e OBAe NpHIoXkeH oT Bamug nekap, KOATO Le PeLId OT KaKBa [103a Ce HyKJaeTe.

e 3a neua Ha Bb3pacT ot 1 710 11 rogunn, npenopruBadara ao3a ¢ 10 unu 20 mg npunoxesu
BEJHBAK JHEBHO

e 3a neua Ha Bb3pacT ot 12 go 18 roauuu, npenopvysanara go03a e 20 niau 40 mg npunoxeHu
BEAHBK AHEBHO

e Tosa nekapcTro e Gbae MPUNOKEHO KATO HHKEKLUA KIH HHGY3HS BbB BeHa. ToBa e Tpae
10 30 MUHYTH. |

AKXO ¢Te¢ H3M0A3BAJK noBeve oT HeoGxoaumaTa no3as Opmyc
Axo nogosupare, 4e Bu e npunoxen Tespae MHOro OpMyc, yBeJOMETE NEKYBAlUA CH JIEKap BeAHAra,

4, Bu3MOKHE HEXKeIAHH PeaAKIHH

KaxTo BCHYKH neKapcTBa, TOBA JIEKAPCTBO MOKE [1a NPEAH3BHKA HEXENaHU peaklUi, BEIIPEKHU Ye He
BCEKH I'h IONy4aBa.
Axo 3a0ee)XHTE HAKOA OT CJIeAHHTE CEPHO3IHH HEXKEJAHA PEaKOAH, cipeTe NnpHeMa Ha OpMyc H ce
CBBLpKeTe BeAHara ¢ Bamns aexap:
BHe3anHo XpUnTeHe, NOAYBAaHE HA YCTHUTE, €3UKa H I'bPJIOTO WK TAJOTO, OOPUB, IPHNAXBK HJIH
3aTPYAHEHO NpernbpllaHe (TeXKa aNepruvyHa peakuus). Te3u peakuyu ca peRKH, MOXE Aa 3aCerHaT Ao
1 ma 1000 yuauBHIH.
3auepaaBaHe Ha KOXaTa ¢ MEXYPH WIH JloHieHe. Moxe na ce NOABAT rojieMHu MexypH (IIPHIIKH) B
KbPBEHE HA YCTHHUTE, OUHTE, YCTATa, HOCA H FreHuTanunuTe. Tosa 6u Morno aa Obje CHHAPOM Ha
CTuBBHC — JIKOHCBH MTH TOKCHYHA eNUACPMAIHA HEKponu3a. Te3d peakiiii ca peKH, MOXe Aa
3acerHat A0 1 Ha 1000 unauBuau.
- TloxbATABaHE Ha KOXKATA, IOTbMHABAHE HA YPUHATA H YMOPaA, KOUTO Ca CUMIITOMH Ha npobiieMH C
yepHua apob. |

Te3u peakuuy ca peaku, Moxe aa 3acerdat ot 1 go 1000 uHaueuan

/ :

— IIKPOKO pa3npocTpaHeH 0OpHB, NOBHIIEHA TEECHA TEMIIEPATYPa H YBeNUUeHHU Mot
(DRESS cHRAPOM HJIH CHHAPOM Ha CBPbXUYYBCTBHTENIHOCT KBbM J1€KapCTBOT( :§y .
[
2
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Te3u peakunu ca MHOTO peaxH, Moxe Ja 3acerHart ot 1 go 10 000-uHAHBMAH.

OpMyC B MHOI'O PEJIKH CAYYal MOXKE Ja MOBIUAE BbpXY Opos Ha O€NUTE KPbBHH KIIETKH, KOETO Aa AOBEAC
10 HMYHeH AeduuuT, Axo HMaTe UHDEKLHUA CbC CHMIITOMH, KAKBHTO Ca BUCOKA TEMIIEpaTypa C BJIOIIEHO
06110 CBCTOAHHE HIH BHCOKA TEMIEPATYpa CbC CHMIITOMH Ha floKajiHa uH$peKklusa, HanpuMep 6onka BbB
BpaTa, bPIOTO KM ycTaTa, WM npobieMu ¢ ypunHupaseTo, Bue Tpabea aa ce koHcynTupare ¢ Bauus

- JIeKap Bb3MOXHO Hal~CKOPO, 33 1a MOXKe JHarHo3ara HeAOCTHT Ha Ge/lM KPhBHH KIIETKH
(arpaHynounTo3a) na Obje H3KIIOYEHA Ype3 U3BbPLIBaHE Ha U3CAeABaHMA Ha KpbBTa. TOBa € BaXKHO 32
Bac u gasa nHdopmanus oTHocHO Baliero neyeHHe B TO3H MOMEHT.

I[pym HCXKC/IaHH pCAK1IIHH BKJIHOYBAT.

YecTH (Moxe Aa 3ecerHat go 1 Ha 10 manyenTH):
- 'napobonue
- EdexTi oT cTpaHa Ha cTOMaxa ¥ XpaHONpoBo4a: JMapHui, cToMalliHa OoKa, 3anek, OTAeNAHe Ha
rasose (QuaTyIeHLH)
- YyRBCTBO Ha OTNAnHANOCT (rajieHe) WK MOBPBIIAHE
- Peakuus Ha MACTOTO Ha NPUIOKEHHE HA HHKEKHUATA
- JloOpokavecTBEHM MOJHMIIA B CTOMAaxa.

HeuecTn (MoXe na 3ecerHar g0 1 Ha 100 naunenTu):

- IloayeaHe Ha KpakaTa M IVIe3CHHTE

- Hapyuies cbH (De3ChHUE)

- 3aMasHOCT, YYBCTBO 3a H3TPhIIBaHe, UYBCTBO Ha CLHJINBOCT

- CBeToBBpTEXK (BEPTHUIO)

- [IpobneMu ¢uC 3peHHUeTo, HAMPHMED 3aMBIJICHO BHXKAAHE

- CyXo0Ta B ycTaTa

- [IpoMeHH B KpBBHHTE TECTOBE, KOMTO NOKa3BaT Kak paboTH yepHus qpob

- Koxen oOpuB, KOIIpHBHA TPECKa U CHPOEK MO KOXKaTa,

- (PpakTypa Ha OepoTO, KHTKaTa WM rppOHaka, korato OpMyc ce npuiara Ibiro BpeMe BbB BUCOKH
031

Peaxn (Moxe na secerHat 70 1 Ha 1000 nanHeHTH)

- [Ipobnemu ¢ KpwpBTA, KATO HANpUMEp HaManeH Opoli Ha OenHTe KPbBHH KIETKH KM TPOMOOLIUTUTE.
Tosa MOXxe Ja NpHYNHM CNaboCT, MOCHMHABAHE HA KOXKATA HIHM HO-TroNaMa Npeapa3nojoxeHocT
KbM UH(pEKLHH.

- Hucku HuBa Ha HaTtpuit B KpBLBTA. TOBa MOXeE Ja Npeau3BUKa CnabocT, YYBCTBO HA OTHAAHANOCT
(MOBpPBILAHE) 1 KpaMITH.

- UyBCTBO HA @KHTHPAHOCT, OOBPKAHOCT UK ACIPECHA.

- Hapymwenus BLB BKyCa

- HapylileHud Ha 3peHHETO, HATIPUMED 3aMbBIIIEHO BHXKIAHE

- BHe3anHo ycellaHe 3a TpYJAHO JHLIAHE U 3aayX (OpoHXocna3bMm)

- Bpb3naneHue Ha BETpELIHATA NOBBPXHOCT HA yCTaTa

- HMudekuns, HapeueHa ,,MIeuHHIA” (KaHAKHAO03a), KOATO MOXe Jia 3aCerHe XpaHonpoBoJa,
PUYHHABAHA OT 'LOMYKK '

- [lpobneMu ¢ yepHusa Apo0, BIUTIOUUTENHO X BATEHHLA, KOUTO MOTAT Ja NpeANU3BY
'Ha KOXaTa, NOTLMHBAHE HA YPHHATA H YMOpa '

- Koconap (anonewuus)

- KoxeH oOpuB nipy H3naraHe Ha cJIbHY€Ba CBET/IHHA

- boskn B cTaBuTE (apTPAIrKA ) UMK MYCKYJIHa Ooyka (MHANTUs )
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UyBCTBO Ha 001110 HEPA3NONOXKEHUE H JIMIICA HA EHEPIUA
[loBH1IEHO H3MOTABAHE.

Muoro peakHn (MOXe ia 3¢CerHaT no-Manko ot 1 Ha 10 000naumneHTH)
- Tlpomenu B 6pos Ha KPBBHUTE KIETKH, BKIIOUUTENHO ArPaHYIOUNTO3a (JTHNca Ha Oelli KPEBHH

KJICTKH )

- Arpecus

- BuxpaHne, yceuase, 4yyBaHe Ha HECBHLICCTBYBAIY Hella (XanioUHHALIMH)

- TexkHd yepHoApoOHH NpobneMu, BoRelllH 10 YepHOAPOOHa HEAOCTATEYHOCT H Bb3NAIEHHE Ha
MO3BKA

- BHesanHa nosBa Ha cepHo3eH 0OPHB HITH MEXYPH WK JIIOLIEHe 10 koxaTa. ToBa Moxe fa e
CBBLP3aHO ¢ BUCOKA TeMmneparypa U O0JIKH B CTaBUTE (epUTeMa MyaTudopMe, CHHAPOM Ha
CTHRBHC-/[DKOHCHH, TOKCHYHA EMHAECPMaIHA HEKPOJIH3a)

- MyckynHa cnabocT

- Cepuosnn O66peuny npobnemu

- YBenuueH O10CT MpH MbXkKe

OpMyc B MHOTO pelIKH CIy4YaH MOKe Ja MOBIIKAE BbpXy Opoa Ha OenuTe KPhBHH KIETKH, KOETO Aa
AoBele N0 HMYHEH AedUUUT. AKO UMaTe HH(EKUHSA ChC CHMNITOMH KAKBHTO €a BUCOKA TEMIIEPATYPa C
BJIOLIEHO O0LI0 CHCTOAHHE HIIH BHCOKA TEMIICPATYpa CbC CHMIITOMH HA MIOKATHA HHOEKLUMSA, HAPUMEP
OoJika BBB BpaTa, I'bPJ1OTO HIIM YCTaTa, HiM npobieMu ¢ ypuHUpaHeTo, Bue TpaOBa fa ce KOHCY ITHpATe
¢ Bawnsa nekap Bb3MOXKHO Hal-CKOpO, 3a 1a MOXe AHarHo3ara HeJOCTHT HA 6€nH KpbBHH KIETKH
(arpaHyJIOLATO3a) Aa OBbAC M3KIIOUEHA YPE3 H3IBBPLUBAHE HA H3CNECABAHUS HA KPBBTA. 10Ba € BaXKHO 32
Bac # nasa nudopmanus oTHOCHO Balllero neyeHne B T03H MOMEHT.

C Hen3BeCTHA 9eCcTOTA (OT HANHYHMTE JAHHM He MOXxe na Oble HalpaBeHa OlleHKa)

— BB3MOXHO € CTOHHOCTHTE Ha MarHe3Mii B KpbBTA BH Aa C€ MOHWXKAT ako cTe npHeMany OpMyc
noBeye oT 3 Meceua. Huckute croiiHoCcTH Ha MarHes3nii ce H3pasaBaT B yMOpa, HEBOJIEBH
MYCKYJIHH CbKpallleHHA, Ae30pHEeHTALN, 'bPYOBE, 3aMasSHOCT, YCKOPEH NYJIIC. AKO yCEeTHTE
HAKOH OT TE€3H CUMITTOMH, MOJIA He3abaBHO yBeaoMete Bainus nekap. Huckute HuBa Ha
Marse3nH Morart Aa JOBEJAT A0 MOHHXaBaHe Ha HHBOTO Ha Kanuh U KUl B KpbBTa. Bamuusr
JIEKap MOXe Ja pellid Aa NpPOoBeXAa peAOBHHU H3CIEABaHUA Ha KPbBTA, 3a A4 NMpocieaaBa
CTOHMHOCTHTE Ha MAarHe3ui;

— Bhb3naneHue Ha yepBara (KOETO MOXe Aa ZOBEAE N0 AHApHA);

— CepHO3HO NOHIDKEHUTE HUBA Ha MarHe3ui Moxxe 1a KopesMpar ¢ MHOTO HUCKH HHBa Ha Kaalui
U a NpeAH3BHKa CEPUO3HM MbPYOBE;

— OO6pus, koliTo MOXKE Ja € NIpUAPYKeH ¢ OoNKa B cTaBuTe (Cy0aKkyTeH KOXKeH Jynyc
EPUTEMATOAEC).

CrofmaBsaHe Ha HexKeJaHR PeaKIHHA
AKO MMOJTyYHTE HAKAKBH HEXEJNIaHU NeKapCTBEHHW PEaklKH, yBeAoMeTe Balllus iekap WM MeaHIHHCKa
cectpa. ToBa BKIIOYBA BCHYKH BB3MOXHH HEOMHMCAHU B Ta3H NHCTOBKA HexkeNlaHH peakiu. Moxere
CHLIO Ja ChODIIMTE HeXXeNlaHW Peakllui AUPEKTHO 4ype3s: -
H3nbaHuTenna areHius mo JIeKapCTBaTa

vi. ,,JdamaH [ pyep” Ne8
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Tes.: +3592 8903417
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KaTto cpo0IaBare HeXxenaHn pPE€AKIHH, MOXCTC a AaA€TC CBOA MPHHOC 34 MOJIyYaBaHC Ha NOBEYE
HHCbﬂpM alliA OTHOCHO D€e30MacHOCTTa Ha TOBA JICKAPCTBO.

5. Kak aa chxpangasare Opmyc
Ila ce chXpaHsBa Ha MACTO, HEAOCTBITHO 32 JIEla.

o JlexapsaT u OONHUYHUAT (papMalEBT Ca OTTOBOPHHU 38 MPABH/IHOTO CbXPAHEHHE, H3NOJ3BaHE K
H3XBbpAsHEe Ha OpMyc

e He H3anon3paiiTe TOBa JEKapCTBO CIEJA CPOKa HA FOJHOCT, 0TOENS3aH BbPXY €THKeTa Ha ¢nakoHa
MJIM KapTOHeHaTa onakoBka. CpOKBT Ha FOAHOCT OTrOBapA Ha MOCNEAHHUA AE€H OT NOCOYCHHA
MECeLL.

e Tosa nekapcTBo TpAbBa Ja ce cbXpaHaBa Ha 6e30MacHO MACTO, HEAOCTBIIHO 34 JeLA.

e Jla ce ¢pxpansna nog 30°C.
CobxpaHspaliTe pnakoHUTe B KapTOHEHaTa KyTHs, 3a Jja ce NPEANnasfT OT CcBeTAHHa. Bee nak dakonure,
H3NI0KEHH Ha HOpMaJlHa JiHeBHA CBET/IHHA U3BbH KapTOHeHaTa KyTHA, MOTaT Ja Ce ChbXpaHdBar J0 24
yaca.

6. CoAbpkaHHE HA ONAKOBKATA H JONBAHHTENHA HHEGOpMADHA

Kakpo ¢pabpxa OpMmyc

- AKTHBHOTO BELIECTBO € e3oMenpason HaTpuii. Bcexn ¢nakoH ¢ npax 3a
HHXEKIHOHEH/MH(Y3UOHEH pa3TBOP ChAbPKa 42,5 mg esoMenpazon HATpHi, eKBHBaJIeHTEH Ha 40
mg €30MeNnpaso.

- Hpyrure ¢bCTaBKH ¢a JHHATPHEB €AETAT M HATPHEB XMIAPOKCH (32 KopurHpaHe Ha pH).

Kax a3riexnaa OpmMyc H KAKBO CHABPXKA ONAKOBKATA

Opmyc e 0411, 1o nouTH 64n npax. Toft ce pasTeaps, npedy Ja Br 6bae npunoxeH.

[IepBuunara onakoBka e 10 ml ¢pnakoH, HanpaseH OT 6e3LBeTHO OOPOCHIHKATHO CTHKIO THII L.
3anyniankara € HanpapeHna ot 6pomobyTUnoBa ryMa, 6e3 narekc. Kanaukara e HanpaseHa OT anyMHUHHHA U
NAaCTMACOBO OTUYNBALIO €€ Kanave.

Pasmep Ha onakoBkata: | ¢nakoH ; 10 x 1 dnaxoH.

He BCHYKH BHAOBE OIIAKOBKH Morat ga ObaarT IIYCHATH Ha Ila3apa.

IIpaTexaTen HA pa3peleHHeTO 38 ynoTpela
Stada Arzneimittel AG

Stadastrasse 2-18

61118 Bad Vilbel

["epmanns

[Ipou3soauTe

Stada Arzneimittel AG
Stadastrasse 2-18
61118 Bad Vilbel

["epMmaHus

STADA Arzneimittel GmbH
Muthgasse 36/2
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Centrafarm Services B.V.
Van de Reijtstraat 31-E
4814 NE Breda

Huaepnanaus

To3H NeKAPCTBEH NPOAYKT € pa3pemieH noa cieaHuTe AMena B EC
Esomeprazol STADA 40 mg/ml Pulver zur

ABCTpHSA Herstellung einer Injektions /
Infusionsldsung

Bnarapus OPMYVYC 40 mg npax 3a HHKEKLUOHEH
/MH(Y3HOHEH pa3TBOP

Hannsn Esomeprazol Stada

Hegepaauaus Esomeprazol CF i.v. 40 mg, poeder voor

oplossing voor injectie en infusie

llIBennsa Esomeprazol Stada 40 mg pulver till
injektions-/infusionsvitska, 16sning

Esomeprazol STADA 40 mg pradek za

Chosennd raztopino za injiciranje/infundiranje

Jara Ha DOCJAEAHO Npepa3riexaaHe HA NECTOBKATA
09/2025




Opmyc 40 mg npax 3a AEKeKNAOHEH /HH(PY3IROHER Pa3TBOP
EzoMenpason

ChennaTta Hﬂq.'lﬂph‘lﬂ[lllﬂ € IpeAAA3RaYeHa CAMO 3a 3APpAaBHH CNELAAJIHCTH:

HechLBMECTHMOCTH:
To3u nekapcTBEH NPOAYKT He TpabBa aa ce U3MoN3Ba eJHOBPEMEHRO, OCBEH ChC CTIOMEHATHTE NO-40MNY
NpoAyKTH (BHXTe CBLO TO4YKa 6.6 o1 KXII).

Cpox Ba roAHOCT H YCJIOBHS HA ChXpaHEHHE

CoxpaHsBaiiTe B opriuHajnHara onaKkoBKa, 3a 3amuTa OT cBeTivHa. Bee nak pnakonure, H3noxeHu Ha
HOpMaJlHa JHEBHA CBETJIMHA U3BBH KapTOHEHATa KyTH4, MOrar Ja ce ChXpaHABaT a0 24 yaca.

Ia ce chxpaussa noa 30 °C.

HeoTBOpEH NPOIYKT
3 roAWHH

Pa3TBOpEH NPOAYKT

[To oTHOIIeHHe HA XHMHYECKa B Pu3HYHA CTAOHIHOCT, CPOKBT HA FTOAHOCT CNEJ PA3ITBAPAHE €
aeMoHcTpupaH 3a 12 yaca nipu 30 ° C. Ot MUKpoOHONOrHYHa rieaHa Touka obaye, npoAyKTsT TpabBa na
ce M3MOJI3Ba BeJHara.

CoenHaJHE NpeAna3sAA MEePKH HPH N3XBbLpJadaHe #H paboTa

3abenexka: BuHaru n3noa3BaliiTe CTEpUIIHA MIJIA 32 NOAKOXKHA HHXKEKIHs ¢ pasMep < 21 G 3a npUroTeiHe
Ha pa3TBOpa H NPUIIOKEHHE.

[Tpeny npunoXeHUE NPHUIOTBEHMAT pa3TBOp TpAOBa Aa ce orjeaa 3a HalM4YHe Ha TBbPAH YaCTHLH H
npoMAHa Ha UBerta. Tpabea na ce u3nonsea caMo OUCTBP pa3Teop. CaMo 3a ¢JHOKPATHO NMPHIIOKEHHE.

OpmMyc HRKeKNHA

TIpUroTBAHE Ha HHXEKLUMOHEH Pa3sTBOD

Haxkexknnsa 40 mg

HUnxekuyoHeH pa3teop ce npuroted (8 mg/ml) kato kM daakona Opmyc 40 mg npax 3a
HHXXeKUHOHEH/ MHPY3HoHEeH pa3TBop ce aobasat 5,2 ml 0,9% (9 mg/ml) HatpHes xnopua 3a
HHTPABEHO3HO NMPUHIIOKEHHE.

[IpHroTBEHMAT HHXEKLHOHEH pa3TBOp TPAOBa Ja e 6UcThp, Oe3lBETEH 10 MHOTO CBETNOXKBIT.

Opmyc HHPY3RA
[MpuroregHe Ha HHQY3HOHEH PAa3TBOD
Hudyzng 40 mg

Nudy3noHeH pa3TBOp ce MpUroTeg Karo KeM ¢nakoHa OpMyc 40 mg npax 3a HHXKEK
pasTsop ce A06aBaT 5,2 ml 0,9% (9 mg/ml) HaTpuer XNOPHA 3a HHTPABEHO3HA YNOYPeld
ml ot noay4YeHus pasTBop u ce paspexgar 4o 100 ml 0,9% (9 mg/ml) HaTpues xngy
NPHIIOKECHHE.



["oToBHAT HH(Y3HOHEH Pa3TBOP € OKCTHP, Oe3UBETEH 0 MHOTO CBETIOKDBT.
Nudy3un 80 mg

HMHdy3uoHeH pa3TBOp ce MPHroTBA KaTo kbM dnakona OpMyc 40 mg npax 3a HHXEKUHOHEH/MH(Y3HOHEH
pa3TBop ce nobasar 5,2 ml 0,9% (9 mg/ml) HaTpueB xnOpuA 3a MHTpaBeHO3Ha ynoTpeba. Usternar ce 5
ml oT nonyueHus pa3TBop. Ta3u npoueaypa ce NOBTapA ¢ olile eAHH ¢naxkoH. U3Ternedure KonyyecTna
no 5 ml or gBara ¢pnakoHa ce crbupar u paspexzaat a0 100 ml 0,9% (9 mg/ml) natpues xnopup 3a
MHTPABEHO3HO MPUIIONKEHHE.

["oToBUAT MHGY3MOHEH Pa3TBOp € OUCTHP, Oe3UBETEH A0 MHOT'O CBETIIOXBJIT.
3a noBeue HEPOPMANIAN OTHOCHO JO3HPOBKATA, MOJIA BHXTe Touka 4.2, ot KXII,
H3xBLpasane

AKO He e HeoOXOMMO Ia CE& M3TON3Ba LAJIOTO KOTHUYECTBO OT PasTBOpA, MPHIroTBEH OT ChABPKAHKETO Ha
¢dnaKkoHa UATOTO HEU3MONI3BAHO KOTUYECTBO OT pa3TBopa TpabBa na ce U3XBBLPIU B ChOTBETCTBHE C
MECTHHTE W3UCKBAHHS.
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