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OPMYC 40 mg opax 32 REKeKUHOHEH/HEQYIHOBEH PA3TBOD
ORMUS 40 mg powder for solution for injection/infusion

(EsomMenpason / Esomeprazole)

leo-leTe're BHHMATEJNHO OAVIATA JHCTOBKA, NPEAR Xa 3a00THETE 1A HINOJI3IBATE TOBA JACKAPCTBO,

Thil KaTo T4 ¢LABKA BayKHA 33 Bac Endopmanns.

- 3anasere Ta3u aHcTOBKA. MoXe na ce HaNOXKH 12 A IPOUeTeTe OTHOBO,

- AKo uMaTe HAKAKBH NOMBIHATENHM BENPOCH, NonuTaliTe Bamus nexap anu ¢gapManesT.

- AKo DOAYYHTE HAKAKEA HEXEJIaHH IEKapCTREHN peakllnu, ypenoMere Bamus nexap uiu
¢$apManesT. Topa BKMIOYBA H BCHYKY BE3MOKHE HEXENAHH PEaKIuK, HEONHCAHH B Ta3H IMCTOBKA.
Brxre Touka 4.

KakBo cbAbPKa TAIH IRCTORKA

Kakno npeacrasnska OpMyc M 32 KAKBO CE H3TON3RA

Kakgo tpabsa fa 3naere, npeay Aa H3nonspate Opmyc

Kak fia m3momn3spate Opumyc

Bo3MmoxHK HexxenaHH peakiuy

Kak fa crxpanarate Opmyc

CoappkaHye Ha ONakoBKaTa K JONBIHUTENHA HHGOpMaLHT

Sl e

1. Kairo npeacraeanasa OpMyc H 33 KAKBO ce M311013B3

Opmyc ¢haBpKa BEIIECTRO, HApPEIEHO e30Menpason (esomeprazole), KoeTo IPUHATIEXH KBM Ipyna
JICKapCTBA, HaPeYeHH MHXMOUTOPH Ha MpoToRHaTa noMmna. Tesu nekapcTea AeHCTBAT Ype3 HAMAINBAHE HA
KONHMYECTBOTO KHCENHHA, KOATO C& NPOH3BEXK/AA OT CTOMAXA.

OpMyc ce H300J38a 32 KPATKOCPOYHO J1e4eHe Ha ONpeeNieHy CRCTOAHNUA, TPH KOKTO HE MOXeTe a3
npueMare exapCrBa npes yoraTa. M3nonsba ce 3a eveHue Ha CSHATE ChCTOAHMA:

BrapacrHu

~ '"Tactpo-ezodareanna pednyxcna Gonect”. Tosa e CRCTOSHUE, ITPH KOESTO KHCEHMHA OT CTOMAaxa
ce BPELIIA B XPAHONPOBOAA (CBRP3BALL IBPAOTO H CTOMAXA) M TOBA NpHYHHSABA GOIKa,
BB3NAIEHAE U KHCRTHHH.

~ CroMalmHH A3BH NpH BE3IPACTHY, IPHYHHEHH OT Ipyna nekapcrsa, napeyenu HCTIBC
(HeCTepOMAHH IPOTHBOBBIMANUTENHH CpeAcTBa). OpMyc MOXe ChII0 TAKA Na NPEAOTBPaTH
GoOpMHpaHeTO Ha CTOMAIIHH A38H, ako npHemate HCTIBC,

- IlpenoreparsBaHe Ha MOBTOPHO KEPBEHE NIPH BB3PACTHH NAUMEHTH CIEA TEPANCBTHYNA
€HJIOCKOMNHSA IIPH OCTPO KbPEEHE OT CTOMAIIHA WM TyOeHANHA A3Ba.

Jeila H BoIpacTBaIMA Ha BL3pacT 0T 1 110 18 roauns D

— "T'actpo-e3zodareanna pepnyxcua 6onect" (IEPB), ToBa cherosHHe ce Xapak qgﬁ‘ﬁw o

HABITH3aHe HA KUCEIMHATA OT CTOMAXA B XpaHonpoBoaa (Tpsbara, KoATo ¢ ‘ —
croMaxa Bwu), koeto npuduHsBa OoaKka, Be3naeHe H KHCEMHHH.



2, Kaxso Tpnfpa na 3HaeTe, upenn aa m3nomssate Opmye

He manoasBaiite Opmyc
— aKO CTC ANEPruvYHE KBM €30METPA30N WK KbM HAKOA OT OCTAHANHUTE CBECTABKH Ha TORa
JexapcTBo (M30poeHH B Touka 6);
—  aKO CTe AICPTUYHH KBM HHXUOHTODH Ha NPOTOHHATA NOMIA (HallpUMep MAaHTONpasol,
na”sonpason, pabenpason, OMenpason);
— KO NPHEMAT® NEeXApCTREHH NMPOLYKTH, ChALPXKAWK Hen(UHABAD (M3NON3BaHH MIPH
neqenne Ha HIV updexmmg),
He n3nonspatire OpMyc ako HAKOE OT ropenocodesHTe Hella ce 0THacA 3a Bac. AKo He ¢Te CHIypeH,
obwpHeTe ce xpM Bamiug uny MeJMIMHCKA CecTpa, IpeAH 13 H3M0N3BaTe TOBA EKApCTEO.

Ipeaynpexaenus # npeaANa3HH MEPKH
l'opopere ¢ Bamns nekap Hnd MeAHLHHCKA CECTPa, PEAH Aa u3non3sare OpMyc ako;
- aKO0 HMaTe TexXKo YepHoapodHO 3alonssane;
- axo uMmate Texkko 6s0peuno zafonapane;
- &KO HAKOTa CTE MONYYaBaiH KOXKHa DeaKiMs cie]] JeHeHKe C IEKapCeTBO, NoA0OHo Ha OpMyc, KOETO
HaMansBa CTOMalIHATa KUCCITHHA,
- axo Tpa0Ba Ja cH HarpaBHTE ONpPEeNCIEH BA/ H3CHEABaNeE Ha KPbBTa (XpOMOrpaHuH A).

OpMyC MOXe Ja MacKHpa CHMITOMH Ha ApYrH 3300148aHHY. 3aToBA aK0 3a0eJe:uTe HAKOE OT
CHeAHMTE CHCTOANMA, e ce cayuna ¢ Bac, npean na 3amovunere xa Hinoa3eare OpMye HIH JOKATO
ro n3noi3gare, aezabasuo ce ceLpxere ¢ Bamna aexap:

~  orcnabeare Ge3 npuunna, 2 HIMaTe NPobIeM ¢ IPerNbILAHETO;

~ Hmare Gonxa B cTOMaXa HIIH HapyLIEHO XPAHOCMUIIAHE;

— 3anmo4Bare Aa MOBPBIIATE KPBB IR XpaHa;

— Hmare uepHn B3npaxHenus (IpAMeceH ¢ KpsB Geuec).

ITpHeMbT Ha HHXUOWTOP HA NIPOTOHHATA TIOMIIA, KAKBBTO € OPMYC, 32 NEPHOJ O-ILIB 0T 1 rofuuna,
MOJKe 2 IOBHINH PHCKa OT (ppakTypa Ha SeApoTo, KHTKaTa WM rps0Hadnus cTab. Yeegomere Baiins
JIEKAP aKO MMAaTe OCTEONOpo3a WIH AKO IPHEMATE KOPTHKOCTEPOHAH (KOHTO MOTAT ja NOBUINAT PHCKA OT
OCTEONOPO3a).

Axo Bu ce nosrn kokeH oOpuB, 0co6eHO NpH NAN0KEHNTE Ha CTBHYEBA CBETIHHA KOKHH IOBBPXOCTH,
HOTBpceTe Bamns Aexap BefHara, Thil KATO MOXeE Jia ce HAllOMKH fia Cripe neuernero ¢ Opmyc. Hmaitre
npegsuj, 9e MOXe Aa ¢ NPOABAT H APYFH HPH3HAIM Ha ToBa 3abonseane, kKato GoJika B CTaBHTE,

Apyra nexapcrea n Opmyc

Hndopmupatite Baipns nekap HiM MeAWIMHCKA CECTPA, aKO MPHEMATE, HACKODPC CTE NPHEMANH, HiR €
BB3MOKHO fa IpHeMeTe APYrH eKapeTsa.

Tosa e 3amoToTo OpMyC MOXE Ja MOBNHAC BBPXY AeHCTBHETO Ha HAKOH JIEKAPCTRA, KAKTO ¥ OIpPeNeNiesn
nexapcTBa oka3Bar edexT BepXy Aeiictsuero Ha Opmyc.

He npuemafite OpMmyc ¢ iekapCTBEHH HPOAYXTH, CHARDXAUIM HelpHHABAD (H3NON3BAH 33 JeUeHue
HIV undexnms).

Kaskere Ha Baurms jexap win MeaAWIHHCKA CECTPA AKO NPUEMATE HAKOR OT CICHHUTE e
HPORYKTH:




—~ Ata3aHasHp (u3no138aH 3a nevenne Ha HIV nadekuus);

~ Knomaporpen (M3non3Bas 3a npeana3BaHe 0T KPBBHA ChCHPELH);

~ Keroxonazon, #nTpakonason Ay BOPHKOHA301 (M3M03BaH 32 JeveHue Ha UH(EKLNY, IPUYHHEHN
OT reGHuKnH);

~ Epnotunn® (H3110/138aH 32 NeYeHUE HA PaK);

~ liuranonpam, HMHIPaMUH HAK KIOMHIPAMEH (M3NON3BAHH 33 IEYCHHE HA [IeNPEecus);

~ JlMazeriaM (K30M3BAH 32 edeHHe Ha 6e3noKoHCTBO, MyCKYNIGH PENAKCAHT HiTH HPH enHIencHs);

~ QCHUTOMK (U3M013BaH [IPH enHIenchs ). Ao npremare dhenuTonH, Bamust nexap Tpa6sa na Bu
HabmozAaBa, KOraTo 3anovBaTe UMY cHpare npHIokeHkero Ha OpMyc;

— JlekapcTBEHM NPOAYKTH, H3NON3BAHY 38 PA3pexJIaHe HA KPEBTa, HanpuMep Bapdapuu. Bawust
nexap Moxe a Bu HaGmonaBa, KOraTo 3ali04BaTe HaH CHUpaTe NPHAOKERHETO Ha OpMyC;

— IJanocTazon (M3NON3BAH 32 IeYeHAE Ha KjayJMKalHo - Golka B KpakaTa, KOFaTo XOAHuTe,
NPHYMHEHA OT HEIOCTATHYCH [IPHTOK Ha KPBE B TIX);

— Insanpun (A3n013BaH IPH HAPYIDEHO XPaHOCMHNAHE H ,,KHCEIHHA B CTOMaxa”);

— JAMrokcuH (M3n0M3BaH IIpH CEpAe4Hn npobaeMu);

— Merotpexcar (ekapcTBo 33 XHMUOTEPANHAS, H3MON3BaHO BEB BHCOKH JO3H 33 JEYEHUE Ha PaK) -
aK0 NNPHEMATE BHCOKH JI03H METOTpeKcaT, BawmusaT nekap BpeMeHHO MOXKe a NPEYCTAHOBH
nedernero Bu ¢ Opmyc;

— TakpoauMyc (H3NON3BA CE 32 NPEAOTBPATABAME OTXBLPIAAHE HA TPAHCILIAHT);

— PudaMnHuKe - ¥3n0n3BaH 3a NeveHne Ha TyBepKynosa;

~ XenT KaHTApUOH (K3NON3BAH 32 JicueHUE Ha AETPECHS).

BpeMennocy, kKbpMeHe H QepTHIARTET

Axo cre OpeMenHa WNH nanupate GpemMeHHOCT, Kakere Ha Bamws nexap npeaM usnoassaneTo Ha ToBa
NEKapCTBO.

Bauinat nrexap we peiny panm Moxe Ia npreMare OpMyc B TO3H clyHail.

He e n3pecTro nanu Opmyc MuRasa 8 kepmara. [Topanu Tosa He usnomealite OpMyc ako KupMHuTe.

IMogupane u paGora ¢ MAIIHEH

Opmyc e noemiABA ¢HocODHOCTTa 32 WOdKpaHe H paboTa ¢ MaIHHH.

Hexenanu peakuus, obaye, Kato 3aMasHOCT ¥ 3aMBIIICHO 3peHRE (HEUECTO M PAAKO) MOMKE 113 C& NONBRT
Mo BpeMe Ha NedeHueTo {BIbKTe Touka 4). AKO novyscTBare, ue npy Bac ce nogpaT TAKKBA peaxiMu, He
mogupatite 1 u3bnrpaiire pafora ¢ MalmuHA.

Opmyc chabpxa HaTpRil.

Tosa nexapcTBO ChABPKA NO-MaNko oT 1 mmol garprit (23 mg) Ha ¢raKoH npeny paspexaane, T.€. MOKe
Aia ce KaKe, 4e TPAKTHHEeCKH He ChIbOKa HATPUl,

3. Kaxk ga m3anoaseate Opmye

OpMyc MOXe Aa c€ NpHNara Ha JeNa M IOAPACcTBAauM Ha BL3pacT oT 1 10 18 roguuy U Ha BE3IPACcTHHY,
BKIIIOYHTEINHO M HA TIALUESHTH B CTAPYECKA BB3PACT.

Hpunoienne Ha Opmyc:
Bviapacmuu:
¢ Opmyc me By Obie npuioxes oT Bamius nekap, KOWTO e NpelugHn KakBo KOIM4ecTso B
HeoOX0AHMO,
¢ [Ipenopp4panara nosa e 20 mg win 40 mg BeIHEK AHEBHO.
¢ AKO HMaTe TeXKH “epHOAPoOHH NpoGaeMH, MaKCHMAanBaTa Jo3a € 20 mg Ha el (
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¢ Tosa nexapcTso 1ne By 6ble npuioxeHo KaTo HHXEKUMs Wnd HHY3ud B eiHa oT BeHuTe Bu. Toea
MOZKE J1a NPOREIKH A0 30 MUHYTH.

o IIpenopryBanaTa n03a 3a MPEAOTEPATABAHE HA NOBTOPHO KBPBEHE OT CTOMAINHA WK YOAEHATHA
#1383 e 80 mg, ApUIoKEHH Kato HHTPaBeHo3Ha HHdY3us 32 30 MIHYTH, HOCHEABANA OT
Npoab/oKATENHA BHGY3ns oT 8 mg/h B npogpKeRHEe Ha 3 AHH. AKG UMaTE TEKKH YEPHOAPOOHY
nipo6nemu, Moxe fa Gbae JocTaThYHA NpoxLILKUTeNHE HHGY3HA 0T 4 mg/h B IpoxbIKeHHe Ha 3
IIHH.

Heua na evipacm om I oo 18 200unu
s  Opmyc me 6508 npuiokeH oT Bamua nekap, KORTO Mg pewln 0T Kakea 03a ¢ HyKaaeTe.
¢ 3ajeua Ha Bp3pacT ot 1 g0 1] rogusy, npenopbusasaTa Aosa e 10 unn 20 mg npunoKeHn

BEeJIHEK JHEBHO

* 3a neua Ha Bb3pacT oT 12 Jo 18 roguuy, npenopsuBaiara Ao3a e 20 uwin 40 mg DPUNOKEHU
BEJIHBX JHEBHO

» Tosa nexapcTBo We Gbae NPHIOKEHO KaTo HHKeKUMA Wik HHy3us BB Bena. ToBa ime Tpae
oo 30 MUHYTH.

AKo0 ¢Te H3TO0JA3BATH NoBeYe OT Heobx0AHMATS T03a Opmye
Ako noso3upate, 3¢ Bu ¢ npunoxen TRbpAe MHOro OpMy<, YBEAOMETE IEKyBallUa ¢H JeKap BEHAra,

4. Bb3MOKBRA HeXKeTAHH PEaKUHA

KakTo BCHYKH IeKapCTBa, TOBA J1EKapCTBO MOXKE Jia IPEIU3BHKA HEXKeaHH Peakiii, BRIpeky de He
BCEKH T'H MOJTYYapa,

AKo 3a0e;1e:K8Te HAKON OT CJIEHATE CEPRO3HA RE/KENARHA PeaKIEH, cuipeTe npaema ua OpMmyc u ce
CBBbpIKeTe BeAnara ¢ Bamug aexap:

- BHezanHoO XpMNTeHE, OAYBAHE HA YCTHHTE, €3HKA H IBPIIOTO WIH TAKOTO, 0OPHB, IPHOaPK HIH
3aTPYAHEHO TperibinaHe {TexKa aleprauHa peakuus)

- 3adepsiBaHe HA KOXKATA ¢ MeXYpPH HIH MomeHe. Moxe Qa ce NoABAT ronemMu MexypH (NpHITKH) 1
KbPBEHE HA YCTHHTE, OYMTE, YCTaTa, HOCA ¥ reHuTanuuTe. ToBa 61 Morno na Ghae CHHAPOM Ha
CrupbHC ~ JDKOHCHH MITH TOKCHYHA eNUAEPMATHA HEKPOTH3A,

- IloxsaTapane Ha KOXaTa, NOTHMHABAHE Ha YDHHATA U YMOpPa, KOWTO A CUMITOMH Ha NpobaeMu ¢
qepund apob.

Te3u edextn ca pedxu, Morart Aa 3acerHar go 1 na 1000 manuenTs.

Jpyru Hexenand peakifH BKINOYBAT:

Yecrn (Moxe Aa 3ecernar ao § wa 10 nanuentn):

- 'masoGome

- EdexTn o1 cTpana Ha cTOMaxXa U XpaHOUPOBOAA: AHAPHA, CTOMAILIHA 60JKa, 3aeK, OTAEISHE Ha
rasose (QuaTyReHIHA)

UyBCTRO HA OTHAJHANOCT (PaJeHe) WAH (OBPEILANE

- PeakuuA Ra MACTOTO Ha IIPUNOKEHNE Ha HHKEKLHATA

JobpoxasecTBeR: MONHNK B CTOMAXA.

Heuectn (Moke 1a 2ecerHar 10 1 #a 100 nauentn).

- Toaypane Ha KpakaTa ¥ rIe3cHMTE
~ Hapymen cpH (OeichHue)
~ 3amafgHOCT, MyBCTRO 33 H3TPEIBAHE, YYBCTBO Ha CHHIHBOCT
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- CaetoRbpTeX (BEpTHTO)

- TIpoGnemu ¢he 3pennero, HanpaMep 38MbITIEHO BIXKIaHE

- Cyxora B ycTata

- [ipomenn B KpLBHUTE TECTOBE, KOHTO TOKA3BAT KaK paboTH yephna Apob

- Koxen obpus, xonpHeHa Tpecka B cbpbex no Koxara,

- PpakTypa Ha fenpoto, KHTKaTa HaM rpeOHAKA, XoraTo OpMyC ce Ipuiara JLITO BPeMe BbB BUCOKH
RO3K

Peaxn_(Moxe na 3ecersat Ao [ Ha 1000 mannenTy)

- IpoBaems c xpeBTa, KAaTO HanpuMep HaManeH Opofi Ha GenuTe KPbBHH KIETKH HITH TPOMOOLHTHTE.
Topa MOKe Aa NPHYHHH C1a00CT, MOCHHABAHE HA KOXKATA HIM JI0-FOAAMA IPSAPAITONOKEHOCT
KbM KHbEKIMHA.

- Huckn BHBa Ha BarpaH B KpbBTa. ToBa MOXe Na NpeAU3BHKaA cNafoCT, SIYRCTBO HA OTNAAHANOCT
(TIOBpRINANE) H KPaMITH.

-~ YyBCTBO Ha aHTHPAHOCT, OOBPKAHOCT HIH AENpPECHS.

- Hapyumienss BbB BKyca

- Hapymenns na 3peHMeTo, HanpyMe)p 3aMBIIICHO BIKGaHE

- BuesanHo ycemade 3a TPYAHO ZHIIaHE B 3a7yX (6poHxocnazLm)

- Brananenue Ha BETPENIHATA NOBLPXHOCT HA YCTATA

- HWndekuns, HapeyueHa , MICHHREA" (KAHAHI032), KOATO MOKe 44 3acerHe XPaHONpOBOIa,
NPHYHHABAHA OT MEONYKK

- Tlpobnemu ¢ wepuus apob, BKIFCYHTENHO HHJITEHHAL, KOUTO MOTAT /1a NPEAMIBHKAT [OXKB/ITABAHE
Ha KOXaTa, MOTEMHABAHE Ha YPHHATA H yMOpa

- Koconan (anonenmus)

- KoxeHn o6puB npy d3narase Ha CTbHYEBR CBETIHHA

- Bonxyu B cTasuTe {apTpanria) M Myckynua Gonka (MuanTus)

- YyBRCTBO Ha 00O Hepa3ONOKEHHE U JIMIICA HA eHEPrUA

- Tlosamero u3noTABaNE.

Mauoro peaxn (MOXe ia 3ecernaT no-Manko or 1 ya 10 000naiptentn)
- TlpomeHH B 6pos Ha KPHBHUTE KICTKH, BIUTIOIHTENHO ArPaHyioNUTo3a (THICA Ha OeTH KPBBHH
KIIETKH)
- Arpecus
Bmxjane, ycemasre, HyBase Ra HECHIRECTRYBAIIM Hella (XaOnuHaIK)
Texxn yeproapoOHE MpoGreMH, BOKEDIH A0 YepHOAPOOHA HEAOCTATEYHOCT H Bb3NaICHHE Ha
MO3BKA
Bruesanna nosea Ha cepuosel 0OpRR HIIM MEXYPH HIIH MHOmeRe N0 KoXxaTa. ToBa MOXKe 3 ¢
CBLP3aHO C BHCOKa TeMIepatypa ¥ 00Ky B cTaeuTe (epHTeMa MynTrdgopMe, CHEAPOM Ha
CrupbHc-/KOHCHH, TOKCHYHA eMKASPMANH2 HEXPOIN3a)
- Myckynna craboct
Cepunosnu 656pedun npobremi
Yaenmauen OIOCT IPH MbXKE

OpMycC B MHOT'O PeJIKH CITy4Jal MOKe 2 TOBIHAe BbPXy 6pos Ha GenHTe KPEBHHE KICTKH, KOSTO Na
ROBEAE RO HMyHEH NepHLAT. AKo HMaTe HHGEKIHA CbC CHMITTOMH K4KBHTO €4 BHCOKA TEMIEPATYpa €
BIOIIEHO 0010 CHCTOAHYE HIM BHCOKA TEMIIEPATYPa ChC CHMIITOMH Ha JIOKAIHA MHQEKIHs, Hall

e

X
s
T

¢ Bamwns nexap Bu3MOXKHO Half-CKOPO, 2a A2 MOXE AUAFHO3ATa HEJOCTHT Ha Gend KpBBHH
(arpanynonpTosa) aa Oble MIKIIOYEHA upes U3RLPIIBAHE HA U3C/IEIBARASR HA KPHBT4. TOB
Bac u naBa undopManHg 0THOCHO BalneTo nevedne 8 TO3H MOMEHT. i

o
D
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C HeH3IBecTHA 9ecTOTA (OT HANHYHHTE JAHHHW He Moxe Ja ObJie HanpaseHa oyeH

— B®3MOXKHO € CTOHHOCTHTE Ha MarHesn}t B KPBBTA BY JIa Ce IIOHWXKAT ako cTe npuemManu OpMyc
noseue oT 3 Mecena. Huckute cToiHOCTH Ha MarHesui ce U3pasABaT B yMOpa, HEBONEBH
MYCKYJJHM CHKpaIleHHA, NeIOPHEHTALMSA, TBPMOBE, 3AMARHOCT, YCKOPEH MYNC. AKO YCETHTE
HAKOM OT Te3u CHMNITOMH, MOA He3abaBHO ypegomeTe Bainys nekap. Huckute uusa Ha
MArHE3RA MOraT Ja JOBENAT N0 NOHMKABAHE HA HUBOTO HA Kamil H Kanmuil B KPhET2, BammaT
JIeKap MOXe Ja peliM 1a NPoRek]ia PENOBHA U3CNeBaHia Ha XPBETA, 34 A3 NPOCIelssa
CTOHHOCTHTE Ha MATHESHIA;

— Brananenne Ha yepBaTa (K0ETO MOXKe Ja A0Beae 10 AKApHA);

—  Cepuo3HO NORMXEHHTE HAB2 HA MATHE3MHit MOXKE 4a KOpENipaT ¢ MHOIO HHCKY HHB2 Ha KaluMi
H Ja IpeJU3BHKA CEPHO3HY [HPUOBE;

- O6pus, xo}iTo MOXe Ja e NpuApyxeH ¢ bonka B ¢cTaBuTe (CyGakyTeH KOKeH nymyc
SpUTEMATOAEC).

Crofuapane HA HeXKeJAHH PeaKul

AKO TIONYYHTE HAKAKBH HEXENAHH NEKApCTBEHH PeaKiluy, yBenoMeTe Bamus ekap Wiv MeIuilHacKa
cectpa. ToBa BKTIOURA BCHYKH RE3MOXKHH HEONMCAHH B TA3H SHCTOBKE HEXENaHH peakiny, Moxere
CBIHOC A2 CHODIINTS HeXeaHH PEakliiy JHPEKTHO Ypes: -

H3nbiHATENHE areRLHd 10 TeKapeTsaTa

yi. Jlamas [pyer” Ne8

1303 Codna

Ten.: +3592 8603417

yebcaiiT: www.bda.bg

Karo crnobmasare nexmenany peakliu, MOXETe Ja JafeTe CBOA NPHHOC 32 NONYYABAHE HA IOBEYe
HHGOpPMALNA OTHOCHO G€30IaCHOCTTA HA TOBA IEKAPCTBO.

5. Kax na cxxpansnare Opmyc
Ha ce cexpaniBa Ha MACTO, HEZOCTHIHO 32 JelLa.

o JlexapaT n DonHUYHEAT (PapMANERT Ca OTTOBOPHH 3a NPABAIIHOTO CHXPAHEHUE, H3NION3BAHE K
H3XBBPJIAHE Ha OpMyc
¢ He w3non3saliTe TORA NEKAPCTBO ClEl CPOKA HA FOAHOCT, OTOENAaH BEPXY STHKETA Ha (aaxoda
RITH KapToHEHaTa onakobka. CPoKsT Ha TOJHOCT OTrOBapA HA TIOCTIEAHMSA JIeH OT NOCOUEHHA
Mecell.
+ Topa nexapcTBO TpAOBA A3 ce chXpaHaBa Ha Ge30MacH0 MACTO, HEAOCTRITHO 34 Aela.
e Jla ce cexpanara noa 30°C.
CoxpausBaiite rakoHnTe B KAPTOHEHATA Ky THS, 34 [a Ce MPeAnassT OT ceeT/uHa. Bee nak diakoHuTe,
H3JIOKEHH HA HOPMAJIHA [IHEBHA CECTIIHHA W3BLH KapPTOHEHATa KyTHS, MOTAT Aa Ce ChXpaHaBar A0 24
vaca,

6. ChappxanHe HA ONAKOBKATA K JONLIHATEIHA BHGOpPMALRS

Kaxso cnappaca Opmye

- AKTHBHOTO BEIIECTBO € €30Menpa3on HaTpuit. Beeku pnaxos ¢ npax 3a
HHXEKHHOHEH/MHQYIHOHEH PasTBOp CrIbpxa 42,5 mg e3oMenpason HaTpuii, emnaaﬁq}x
mg e30MEnpasol.




- Jpyrure ceCTABKH ca AUHATPHEB eICTAT U HATPHEB XUAPOKCH] (3a Kopurupare Ha pH),

Kax niraexna OpMyc B KAKBO CBABPKA ONAKOBKATA

Opmyc e 64an, 1o nouty 0651 npax. Tol ce pa3reaps, npean Aa Bu Gbae npunoxken.

[vpeuvHaTa omaxoska € 10 ml ¢naxon, Hanpasen ot GesuBeTHC GOPOCHIIMKATHO CTHKIO THI 1,
3amywankara e HanpaBera oT OpoMobyTHIORA ryma, Ge3 narekc. Kanauxata € nanpasena oT anyMuuRi 0
[IacTMACOBO OTYYIBALIO CE KAIlaye,

Pasmep na onaxoBkara: | ¢naxon ; 10 x 1 pnaxon.

He Bcuuxu BHAORE OaKoBKY MOTAT Ja ObAAT MyCHATH Ha nasapa.

IIpuresxaTen Ba palpelIeHneTo 3a ynotpeda
Stada Arzneimitie] AG

Stadastrasse 2-18

61118 Bad Vilbel

T'epManug

MpousroanTte

Stada Arzneimittel AG
Stadastrasse 2-18
61118 Bad Vilbel
Tepmanun

STADA Arzneimitte] GmbH
Muthgasse 36/2

1190 Vienna
AgncTpua

Centrafarm Services B.V.
Van de Reijtstraat 31-E
4814 NE Breda
Huaepnasaus

To3u neKapcTBEH NPOAYKT € paspeiien NOA ¢leAHuTe AMena B EC
Esomeprazol STADA 40 mg/ml Pulver zur

ABCTpHA Herstellung einer Injektions /
Infusionslésung

Bharapna OPMYC 40 mg npax 33 MIXKEKLIHOHEH
fundy3HOHEH Pa3TBOp

Aanan Esomeprazol Stada

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

oplossing voor injectie en infusie

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




Chosenns Esomeprazo) STADA 40 mg pralek za
raztopino za injiciranje/infundiranje

HaTa Ha nocjelR0 OpepasrIeKIane HA JACTOBKATA
07/2022




Opmyc 40 mg Dpax 332 HEKeKUHOHEH /MEPY3HOHER PasTBOD
Esomenpason

Caeanara wHdopMaNu4 ¢ NPEeNHAZHAYEHA CAMO 33 3IPABHH CHENHATHCTR:

HecoEMecTEMOCTH:
'To3n nexapcTeeH NPOAYKT He TpaGBa A3 Ce H3MON3BA eHOBPEMEHHO, OCBEH ChC CTIOMEHATHTE MO-10Y
MPodYKTH (BHKTE CBINo Touka 6.6 ot KXIT).

Cpoxk Ha rOZHOCT H YC/IOBHS H3 ChXpaHeHHE

CexpanssaliTe B OprdHanHaTa OnakoBKa, 3a 3aIiTa OT CBeTAMHA, Bee nak duiakoyHTe, H3I0KERH Ha
HOPMANTHA HEBHA CHETIHHA M3BBH KapTOHEHATa KyTHA, MOTaT Ja cé ChXpaundsar a0 24 uaca.

Ha ce cpxpaussa nox 30 °C.

HeoTBopen npoaykT
3 romvHEH

Pas eH 11 KT

o oTHOWIEENE HA XHMHYECKa W (DH3HYHA CTAGHIHOCT, CPOKET Ha TOAHOCT IS pa3TRapAHE €
JeMoHCTpApaH 3a 12 uaca npu 30° C. Ot MukpoGMONorniHa reara Touka 06ade, IPOAYKTHT TpI6Ba Aa
ce H3M013B8 BeAHAra.

Crenuannn npeana3sHE MePKM NPH H3XBLPJAARE H pabora

3abenexka: Bunaru HanonspafiTe cTEpHIHA HITIA 34 TOAKOKHA MHKEKUMA ¢ pasmep < 21G 3a npuroTesre
H2 pa3jTBOPa ¥ NPHIOKEHHE.

Ipeiyn TpuaoxeRne HNPHTOTREHAAT Pa3TBOP TPA0BA Ja ce OrMena 33 HANMYKE Ha TBbPAH YacTHIH H
npomsaHa Ha useta. Tpabsa fa ce u3non3sa caMo GHCTEP pasThop. Camo 33 eJHOKPATHO NPUIIOIKEHHE.

Opmyc BEKeKIHsA

IlpuroTesne Ha MHKEKIMOHEH PA3TBOP

Maxexuna 40 mg

Haxexnnonen pa3Top ce npurotes (8 mg/ml) karo ksM daakosa Opmyc 40 mg nipax 3a
HIKeKIHOHeH/HHY3uOHeH pa3TBop ce noGasarT 5,2 ml 0,9% (9 mg/ml) HaTprer xnopua 3a
UHTPABEHO3HO NPUIICKEHMUE.

[IpHroTBEeHUAT HRKEKUHOHEH pa3TBOP TpA0Ba Ja e OHCTHP, Oe3UBETEH 10 MHOTO CBETIONKET.

Opmyc aadyIng
Ipuroreste Ha REQVINOHEH DAITBO
Hudyiua 40 mg




Hudy3uoHen pa3reop ce NPUroTes Kato kbM grakona Opmyc 40 mg npax 3a HEKEKIHOHEH/ HHQYIHOHEH
pasTeop ce xobapat 5,2 ml 0,9% (9 mg/ml) Harpues XIOPHA 3a HHTpaBeHO3HA yNotpeda. Uarernat ce §
m] OT nonydYeHus pasTrop U ce paspexiat ac 100 m) 0,9% (9 mg/ml) naTpuer XNOPK] 32 HHTPABEHOIHO
Npunoxenne.

T'oToBHAT HH(pYIHOHEH Pa3TROP € OHCTHP, Ge3UBETEH O MHOTO CBETIONBIT.
HUndyznun 80 mg

HudysuoneH pasTBop ce NpHroTea karo ks $naxona Opmyc 40 mg npax 38 HHKEKNHOReH/ HHdYIHOHEH
pasTeop ce nobasar 5,2 mi 0,9% (9 mg/ml) HaTpher XIOpUA 3a UuTpaseHo3Ha ynoTpeba. Usternsr ce 5
m) o1 nonyyenys pastsop. Tasu npolleaypa ce NOBTaps ¢ omie eAnH (nakoH, H3ternenuTe konnyecTsa
no 5 mi ot ABata rakoHa ce chbupar H paspexcaar 1o 100 ml 0,9% (9 mg/ml) natpues xnopua 3a
HHTPABEHO3IHO MPHIIOXKECHHE.

ToToRUAT NHQY3HOHEH pazTROP € BHCTBD, Oe3WBETEH 10 MHOTO CBETIIONBIT.
3a noseue AudoOpMANYS OTHOCHO AO3HPOBKATE, MOAR BEKTe Touka 4.2, or KXII.
H3xenpasne

Ako He & HeobXORHMO Ja ce HINON3BA IIIOTO KOIMYECTBO OT pa3TROPa, MPUTOTBEH OT ChOBPKAHHETO Ha
(dnaxoHa UANOTO HEMZIOAIBAHO KONHYECTBO OT Pa3TRopa TPaOBa Ja ce H3XBBPIH B ChOTBETCTBHE ¢
MECTHUTE U3HCKBAHHA.
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