JIMCTOBKA




JIncroBka: nHPOpMAUHA 32 ManHEHTA

[TanTonpa3zon Anra®apma 40 mg npax 32 MHXEKUUOHEH pa3TBOP
MaHTOMPAa3oJ

Pantoprazole AptaPharma 40 mg powder for solution for injection
pantoprazole

[Ipouerere BHHMATE/IHO RAJATA JIMCTOBKA, NMPELH A 3AN0YHETE A H3MOI3BATE TOBA

JIEKAPCTBO, THH KATO TA ChALPKA BaXKHa 3a Bac undopmanuns.

- 3anaseTe Ta3W JMCTOBKA. Modke Na ce HANIOXKH 1a 8 NPOUYETETE OTHOBO.

- AKO MMaTe HAKAKBH NONBJIHUTERHU BBNPOCH, onuTaiTe Bawnsa nekap dapmauesTt unu
MEIULIHHCKA CecTpa.

- AKO NOJYYHTE HAKAKBU HEXKENAHM JIEKAPCTBEHM peakulu, yeaoMere Bawus nekap dbapmalest
WM MEAWUMHCKA cecTpa. ToBa BKITIOYBA M BCHYKH Bb3MOXXHM HEXENTaHHU PEAKLIMH, HEOITHCAHM B
Ta3u NUCTOBKA. BikTe Touka 4.

KakBo cbabpxka TazH JJHCTOBKA:
Kakeo npeacrasnsea [larTonpason Anradapma u 34 Kaks

1.

2. Kaxso TpsabBa Aa 3HaeTe, npeau aa uznonisare [laHtonp

3. Kax ga usnonssare Ilantonpazon Anra®apma

4, BBb3MOXHH HEXENAHU peakuHM

3. Kak na ¢vxpaussare [lantonpazon Anra®apma

6. CbabpiKaHWe Ha OMAaKoBKATa U AOMBLIIHUTETHA HHPOPMALIK T

1. KakBo npeacrasassa IlauTtonpason Anta®apma u 3a KakKBO ce H3M0JI3Ba

[lanTompazon Antadapma cbhbabpka aKTHBHOTO BELLECTBO naHTonpasot. ITanronpaszon Anra®dapma e
CeNeKTUBEH ,,HHXHOUTOP Ha NPOTOHHATA MOMNa™, IEKAPCTBO, KOETO HamansaBa 0Gpa3yBaHeTo Ha
KUCEJIHHA, B cTOMaxa. M3non3Ba ce 3a neyexue Ha 3a6onsaBaHHs HA CTOMAaXa M YepBaTa, CBbP3aHu C
NOBHLIEHO O0pa3yBaHE Ha KUCETUHA.

ToBa nekapcTBO ce MHXKEKTHPA BbB BeHaTa M we Bu 6bae npunoxero, camo ako Bamuar nekap
NPEeLEHH, Y€ UHKEKUMHUTE NaHTONPA30J ¢a NO-NOAX0A1LH 32 Bac B MOMEHTA, OTKONKOTO TabneTkure
naHTonpason. TabneTkuTe Lie 3aMEHAT HHKXEKLUMHUTE BEAHAra, cliea kaTo BatusT nexap npeuenn, u
TOBA € YMECTHO.

IanTonpazon Anra®apma ce H3MOI3BA 32 JI€4€HHE HA BL3PACTHH HA:

- racTpo-e3otareanta pedaykcHa Gonect. ToBa e Bb3naneHue Ha XpaHONpPoBoaa (OPraHbT,
KOHTO CBbP3BA I'bPNOTO CHC CTOMAXa), MPUAPYIKEHO OT PErYPruTalUms Ha CTOMalUHA KHCEHHA.

- S3BY HA CTOMAXa M ABAHAAECETONPBCTHUKA.,

- cunapoM Ha Zollinger-Ellison n apyri cbeTosHuA, Npon3sexaally TBbpPAE MHOIO KHCEHHA B
cTOMaxa.

2. KakBo Tpa0Ba aa 3HaeTe, npenn na npeas Aa winoassare Ilanronpaszon Anra®apma

He n3nonssaiire [lanTonpaszon Anradapma

- aKO CTe aNepruyHyu KbM MaHTONPasol UK KbM HAKOS OT OCTAHANUTE ChCTABKH HA TOBA
nekapeTBo (M3OpoeHu B ToOUKa 6).

- aKO CTE aNepruiHy KbM JIEKApPCTBA, ChALPMALUK APYTH HHXHOUMTOPH Ha NMPOTOHHATA MOMIIA.

IlpeaynpexkaeHus 4 npeanazHH MEpPKH
"'osopete ¢ Bawusa nekap, papmaueBT uiu MEIULMHCKA CECTpa Npear Aa U3N0JI3Ba
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yepHoaApoOHUTE B ¢H3umu. B cnyyaii Ha noBuuaBaHe Ha YepHOAPOOHHMTE EH3HUMHU JIEHEHHETO
TpabBa na 6bae NpeycTaHOBEHO,

- ako npuemate HIV npoTteaznu HHXxuduTopH kato atazaHasup (3a nedenue Ha HIV uHdpekLus)
enHoBpeMeHHO ¢ [lanTonpason Anta®apma, nouckaire cbeeT oT Bawwus nexap.

- MPUEMDBT HA MHXUOHUTOP Ha NpoToHHaTa noMna karo [laHronpason Anradapma, ocobeHo 3a
NEPHOA OT NOBEYE OT €HA rOANHA, MOXE JIEKO Aa NOBULLM PUCKA OT GpakTypa Ha OeapoTo,
KUTKaTa HNK rppbHavnns cTeab. Yeeaomere Bawus nekap, ako uMare octeonoposa (HamajeHa
KOCTHA NABTHOCT) WK ako BH € ka3aHo, 4e CTe U3/I0KEHM Ha PUCK OT OCTEONnopo3a (HanpuMep,
aKo NpHeMaTe CTEPOULH).

- ako cte u3nonseanu [lanronpazon Anta®apma nosede OT TpH Mecela € Bb3MOXKHO HUBATA Ha
MarHe3uH B KpbeTa Bu na cnagnar. [Ipu3Haum Ha HUCKUT HUBa Ha MardHesumi Morat na obaar
yYMOpa, HEBOJTHW MYCKYJHH KOHTPaKLUWH, J€30PHEHTALIMA, KOHBYACHH, 3aMafHOCT UIIH YCKOPEH
myac. AKO NOJTYYHTE HAKOH OT TE3H CHMNTOMH, MOAS, He3abaBHO yBenomeTe Bawmsa nexap.
Huckute HUBA HA MarHe3uit MOrar CblLO Aa AO0BEAAT A0 HaMalsiBaHe Ha HUBATa Ha KaJIMi WK
KaJlMH B KpbBTa. BawnaT nekap Moxe Ra pewid Aa U3BLPLIBA PEAOBHH KPBBHH H3CIEABAHUS,
3a a Chel HAUBAaTa Ha MarHe3vi.

- 4KO HAKOra CTe NoJIy4aBasth KOXKHa peakuus cliell JISUSHHE C 1eKapcTBo, MoAoOHO Ha
[lanronpaszon Anta®apma, KOeTO HaMaaBa CTOMALIHATA KHCENTHHA.

- aKo nosy4nTe oOpHB No Koxara, ocobeHo B 00nacTu, U3NOXKEHHU Ha CNBHLE, YBeaoMeTe Baius
neKap Bb3MOXKHO Hai-CKOpO, ThH KaTO MOXKE Ja CE HaN0XHM Aa CNpeETe JISUSHHETO C
naHTonpa3on. He 3abpassaiiTe 1a COMEHETE U BCHUYKHU APYrH HEGNArONPHUATHY MOCAEICTBHS,
kaTo 6071Ka B CTABUTE.

- cbOOLABAHM Ca CEPUO3HM KOIKHH PEAKLMH, BKITIOUUTEIHO CHHAPOM Ha CTUBBHC- JDKOHCEH,
TOKCHYHA enuIepMaliHa HEKPONIU3a, JIEKAPCTBEHA peaKLUs ¢ €03HWHOPHITHA 1 CHCTEMHY
cuMnToMH (DRESS) u eputema myntucdopme, CBbp3aHu ¢ NeUeHHETO ¢ nanTonpazon. Crnpere
Na U3NON3BaTe NAHTONPa30a W He3abaBHO NOTbpceTe MEAULIMHCKA NTOMOLL, ako 3abenexure
HAKOH OT CUMNTOMHTE, CBbP3aH! C TE3H CEPHOZHH KOXHH peaKkllin, ONHCaHU B TOUKa 4.

- ako TpaOBa Aa CH HANPABHTE ONpeaeNeH B n3caeaBaHe Ha KpbBTa (XpoMorpaHuH A)

Kaxere HezabaBHo Ha Bawns nexkap, npeau wid cnea ynorpebara Ha TOBa JIEKAPCTBO, aKO
3a0€/1EXKHTE HAKOW OT CNIENHUTE CUMMTOMH, KOMUTO MOXE 2 €2 NPHU3HAK Ha APYro, H0-CEPHOIHO
3abonsaBaHe:

- HeXkenaHa 3aryba Ha Terno

- NOBpbLULAHE, OCODEHO aKo ce NMoBTaps
- NOBpbLIAHE HA KPbB, TOBA MOXE Ja U3rNeXAa KaTo TbMHA yTakKa ¢ UBAT HA KadeHHU 3bpHa B

NnoBbLpHaTaTa MaTepus
- nMoABa Ha KPbB B H3NpakHeHnaTa Bu; kouTo MoraT ga 6baaT YepHH MAK C KATPAHEHH UBHT
- 3aTPYAHEHA B CBJITAHETO MK Oonka npu npernbLiaHe
- u3rnexnarte Onean u ce uyscTrare cnadu (aHemMHA)
- 60JiIKa B FbpAHMA KOLL
- OonKkK B CTOMaxa
- TEXKKa W/HUAW NPOABMKUTENHA ANapUs, Tbii KaTO TOBA IEKAPCTBO CE CBBP3BA C JIEKO NMOBHILECHE

YECTOTa Ha MHPEKUHO3HA auapHs.

BalwuaT iekap MOXe 1a pelli, Ye Ce HY)KAAaeTe OT U3CNEeABaHHUS, 3a HIKITIOUBAHE HA 3/1T0KAYECTBEHO
3a60514BaHe, Thi1 KATO MAHTONPa30J CblUO ObsIeKYaBa CHMITOMUTE HA PAK M MOJXKE A2 0BEAE [0
3abaBsAHE HA AMArHOCTHUMPaHeTO MY. AKOo BalnuTe CHMNTOMHU NPOABLIKABAT HE3ABUCHMO OT
NIEYEHHETO, TPADBaA Na ce 00CHLAAT AOMBIHUTEIHU U3CNEABAHHS.

/lenra v IoHOIIH
ITanTonpason Antadapma He TpsabBa ga ce H3MOA3BA OT A€La M FOHOLLM MOA lS-roﬂHUJHEE_hg‘QQ
nopaim Junca Ha HHGopMaLus 3a 6€30MNacHOCTTa NPH Ta3K Bb3PacTOBA rpyia.

Apyru aekaperea H [lantonpazon Anra®apma
TpabBa na kaxere Ha Bawwus nekap unu GapMaleBT, ako NpHeMaTe, HACKOPO CT
Bb3MOXKHO [1a MPHEMETE NPYTH IEKAPCTBA, BKAKOYUTENTHO M TAKUBA, OTIMYCKAHH



Tosa e Taka, 3awoTo Ilantonpason Anta®dapma moxxe aa NoBAUAE BLPXY ePEKTUBHOCTTA HA APYTH

NeKapcTBa, Taka Ye uHpopMupaite Bawusa nekap, ako npuemMare:

- JIEKapCTBa KaTO KETOKOHA30J1, HTPAKOHA30JX U NOCAKOHA30J1 (M3MON3BAHHM 3a JleUeHWe Ha
rbOUYHN HHPEKUMK) MU epJOTHHHG (M3MON3BaH 32 JIeUEHHE HAa HAKOHW BUAOBE pakK), Tbi KAaTo
I[lanTonpaszon Anra®apma MOXe Ja NONPEUYU Ha Te3U JIEKapcTBa Aa ACHCTBAT NPABUITHO.

- BapGapul U GEeHNPOKYMOH , KOUTO NOBIUABAT CIbCTABAHETO MU Pa3peskaaHETO Ha KPBhBTA,
Moxxe na ce HaloXH NpoBEXAaHe HA AOMBIHHTEIHHU U3CIEABaAHUS.

- nekapcTBa, U3non3saHu 3a neveHue Ha HIV nHdekumsn, kato aTazanasup.

- METOTPEKCAT (M3NON3BAH 33 N€YEHWE Ha PEBMATOWAEH APTPHT, MCOPHA3HC U paK) — aKo
NnpUeMaTe METOTPEKCAT, Batuat nekap Moxke BpeMeHHo aa cnpe nevennero Bu ¢ [TanTonpazon
AnTtadapma, Tbit kaTo [lanronpason Anradapma MOXe A3 NOBHIIH HUBATA HA METOTPEKCAT B

KPbLBTA.
- ayBokcamMui (M3M0J3BaH 3a JIEYEHHUE HA ACTIPECHUA U APYTH NCUXUATPUUHM 3a00/18BaHHA) —

aKo fMpuemMate nyBokcaMuH, Balwmar nekap moxe aa HamManu ao3ara.
- pudamMnuuUvH (M3N0N3BaH 3a NeYeHUe Ha HHbEKUUN)
- XBJT KAHTApHOH (Hypericum perforatum) (M3N0N3BaH 3a NeYeHUE HA Neka AENPECHs)

['oBopeTe ¢ Bawna nekap, npeau aa npuemere nanrtornpason, ake Bu npeacrou onpeneneHo
M3cneasane Ha ypuHara (3a THC; Terpaxuapokanabuton).

BpeMeHHOCT H KbpMeEHe
Hsama nocraTeuHOo AaHHM OT ynoTtpebara Ha naHTonpason npu OpemedHH xexwu. Mma crobiuenus 3a

MPEMUHABAHE HA NAHTONPA30/T B MAHYMHOTO MAAKO.

AKG CTe BpEMEHHA WU KbPMUTE, CMATATE, Ye MOXKE Aa CTe OpeMeHHa WItH nitaHrpaTe SpeMeHHOCT,
nochBeTBalTE ce ¢ Bawus nexap wnu dapmanesT npeay ynorpebara Ha TOBA IeKapcTRO,

HM3non3saiTe TOBa 1EKapCTBO, CaMO ako Bawuar nekap npeuexu, ye non3ara 3a Bac e no-ronama ot
NOTEHUHANHKA PUCK 3a BaweTo HepoaeHo Aete Unu 6ebe.

LHIodupane u pabora ¢ Mamuuy
[lanTonpason Anta®apma He NoeNUsBa UIH NMOBAKABA NpeHEOPEXUMO CNOCOBHOCTTA 3a LWWOPHPAHE H

paboTra ¢ MallHHHK,
AKO MONYHYUTE HeXeNaHW PEeaKLiMK KaTo 3aMasHOCT UM HapyLLEHO 3peHue, He Tpabea aa wodupare

UK aa paboTuTe ¢ MalllHMK,

IlanTronpa3zon Antadapma cCbABPKA HATPHH
Tosa nekapcTBo cbabpka Mo-manko ot | mmol Hatpuii (23 mg) Ha nakoH, T.e. MOXKe [a ce Kaxe, ue

MPAKTHYECKH HE ChABPKA HATPHIA.
3. Kak na uanoassare [lanronpaszonr Anra®apma

Bawara meaMumHcKa cectpa iy Bammar nexap we Bu npunoxcu aoHesHaTa 103a NocpeacTBOM
HHKEKLIMA BbB BEHATA ¢ NPOABKUTETHOCT 2 - 1 3 MUHYTH.

[IpenopbunTenHaTa 1034 e:
BouipacTHn

3a nevenue Ha A36a HA CMOMAXA, OYOOEHANHA A36a U 2acmpo-e3o(azeanna pehayxcHa 6onecm:
Eavn ¢nakon (40 mg IlanTonpazon Antadapma) aHeBHo.

3a npoovascumenno nevenue Ha cundpom na Zollinger-Ellison u opyeu cvemonn
nNPOUIBENCOa MEBPOE MHO20 KUCETUHA @ CIOMUXA.!
JBa pnaxkoHa (80 mg INantonpaszon Anradapma) nHeBHo.



BawnaTt nekap MOxe B NOCIeACTBUE A4a KOPUIHpPa A03aTa B 3aBUCUMOCT OT KOJIMYECTBOTO KUCEJTHHA,
KOETO npou3Bexaa ctomaxa Bu. Axo ca By npeanucanud noseue ot ABa ¢uiakoda (80 mg) aHeBHo,
HHXXEKLUUTE LWe ObaaT MpuAoKEeHH B ABE eAHaKBH A03M. BaluvaT nekap Moxke Ja npeanuuie
BPEMEHHA N103a OT noseyve OT weTupH dGnakona (160 mg) aHeBHO. AKO HUBOTO Ha cToMallHaTa By
kuceninHa TpabBa na ce koHTponupa O6bp30, HavanHa no3a oT 160 mg (yeTnpu ¢nakona) Tpabea ga e
AOCTATbYHA, 3@ 3aJl0OBOJIMTE/IHO HAMAJIABAHE H& KMCENIMHHOCTTA Ha CTOMaxa.

[MauuenTu ¢ vepHoApOoOHKM NpobjieMu
AKO cTpajaTe OT Te)XKH 4yepHOApPoOHHU npodnemu, AHeBHATAa UMHXEKIIHOHHA 1o3a TpaOBa aa Owae caMmo

20 mg (nonosuH dnakoH).

Ynotrpe6a npH aena H IHOIIH
Te3n nHxekurK He ce nMpenopbYBaAT 3a ynorpeda npu aeua H HowM noa 18 roauHinHa BE3pacT.

AKO cTe nponycHa/J W aa uinoaszsarte [lanronpazon Anra®apma

ToB# KaTo ToBa NekapcTeo We By 6bae npunaradHo noa CTPOr IEKAPCKHU KOHTPOJT, MAJIKO BEPOATHO €
Bawara no3a na 6bae nponycHara. Bunpeku ToBa, yBeaomete Baluug fekap M HN1H MEAMLUMHCKA
cCecTpa, aKko CMATATE, Ue CTe NPONycCHaNU a03a.

AKO cTe H3N0JI3IBAJIN NoBeve oT Heobxoaumara ao3a IlanTonpason Anrad®apma
Jlo3uTe Wwe 0bAaT BHUMATETHO NMpoBepsisaly oT Bawara MeauuuHcka cectpa wiad Bawus nekap, taka
Y& NPENO3UPAHETO € H3KTOUHUTENHO MANIKC BEPOATHO. HEMa n3BecTHHM CUMNTOMM Ha Npeao3UpaHe.

AKO UMATE HAKAKBHU AONBLIHHUTENHH BLIPOCH OTHOCHO ynoTpedara Ha TOBA JIEKAPCTRBO, NONUTANTE
Balwua nexap, hapManeBT UAH MeAHMUMHCKA CECTpa.

4. Bb3MOXKHH HEXKEJIaHH peaKkuuu

KaKkT0 BCHUYKH NCKapCTBa, TOBA JICKAPCTBO MOXKC [a MNMPCOU3BHKA HEXKECMNAHH PECaKUHH, BBITPEKH Y€ HE
BCCKHU 'K MNOJIYHaRBA.

AKO NMOJIy4NTe HAKOH OT CJICAHHTE HEXEIaHH peaKinuu, He3abaBHo yBegomeTe Bamnsa nekap
HITH €€ CBBPKETE € CMEIHOTO OTAeNeHHEe HA HaH-0.1u3KkaTa OoHHIA:

- Cepuo3ud aiepruyHy peakunu (MeCcTOoTa PEAKH: MOraT /a 3acerHar Ao | Ha 1000 pyuiu ):
MOAYBAHE HA €3WKa W/HIIN MbpJI0TOo, 3aTPYAHEHEHHE NPH NperablaHe, ypTHKapus (KONpHBHA
TpECKa), 3aTPYAHEHO AHLIAHE, ANEPrMUEH OTOK HA NUUETO (0TOK Ha KsHHKke/aHrnoegem), CunHa
3aMagHOCT ¢ MHOIO YCKOPEH CbpACUHEH PHTBM U CUHO U3MOTABAHE.

- Cepno3nn KokHH 3a00198aHHR (C HEH3BECTHA YECTOTA: OT HANUUHHUTE Ja2HHH HE MOXE 14
Oblie HalpaBeHa OLEHKA): MOXe Aa 3a0eNexuTe eIHO UK NOBeYe OT CleAHUTE - 00pa3yBaHe Ha
MEXYpPH NO KoxaTa U 0bp30 BAolwaBake Ha o61L0TO BH cheTOgHMeE, 3aryba Ha Koxa
{ BKIIOYHTEIHO JIEKO KbPBEHE)} OKOJIO OUMTE, HOCA, YCTATA/YCTHUTE HUIIH FT€HUTANHUTE MU
KOXHA YYBCTBUTENHOCT/00pHB, 0COOEHO B 30HU NO KOXKATA, U3NI0KEHH HA CILHUYEBA CBET/IMHA.
Moxke ¢bo 1a umaTe DONKH B CTABUTE MM rpuNnonofoOHU CUMNITOMU, BUCOKA TeMINEpaTypa,
MOAYTH XJIE€3HW (Hanp. B MNOAMHUWHHLUATA) W KPbBHUTE U3CEBAHNUSA MOTaT 1a NOKaXaT NPOMEHH,
Kacaewn HAKOH DENH KPbBHHU KJIETKU WIH YePHOAPOOHU eH3UMH
- YHEPBECHUKaBH MNOCKH, NOAOOHU Ha MULLEHA WKW KPbIIY NETHA MO TANOTO, YECTO

cpenara, JIFOLEHE Ha KO)KaTa, 1384 B YCTaTa, MbpAaoOTO, HOCA, FEHUTANTMHUTE U O
CEPUO3HHA KOXXHH 0OpUBH MoraT aa ObaaT npealecTBaHK OT BUCOKA TEMIIEp
rpunonoaocdbHu cUMNTOMH (CHHAPOM Ha CTUBBLHC-DKOHCBH, TOKCUYHA enu

HEKPONWU3a).




- LUMPOKO pasnpocTpaHeHd oOpHB, BUCOKA TENECHA TEMNEPATYpa H YBETUYEHH TUMPHU BbITH
(DRESS cuHapom unu cuHapoM Ha nekapcTBeHa CBPbXUYBCTBUTEITHOCT).

JApyrHu cepHO3HH ChCeTOAHRA (€ HEU3BECTHA YeCTOTA: OT HANTMYHUTE AaHHM HEe MOXKe na 6bae
HaNpaseHa OUEHKA)): NOXbATABAHE HA KOXKAaTa UK B5N10TO HA OUMTE (TEXKO YBpEXIaHe Ha
YEPHOAPOOHHTE KJIETKH, XKbITEHHLA) UNM Tpecka, oOpuB 1 yronemapare Ha 6b6peunTe,
NOHAKOra ¢ OONE3HEHO YPHUHHUPaHe, U DONika B I0N1HaTa YacT Ha rbpba (Cepro3HO Bb3NaleHHe Ha
ObOpeunTe), KOETO €BEHTYANHO BOAK A0 ObOpeUuHa HEAOCTATBLYHOCT.

Apyru HeXXeNaHH peaKIMH ¢a;

Hecru (morar aa 3acernat 10 1 na 10 ayuin): Bb3nanenue Ha CTeHATa Ha BEHATa U KPbBHH
cbeHpeun (TpoMOodiedUT), Ha MACTOTO HA MHKEKTHPAHE; 100POKAYECTBEHH MONHITH B
cTOMaxa

Heuectn (Morar na sacernat no 1 na 100 aywn): rnaso6onue; 3aMasHOCT; AMapus; raaeHe,
NOBPBIIAHE; TTO/ly BAHE HA KOPEMa H OT/IENISHE HA IrofAMO KOJHUECTBO ra3oBe; 3amnek; CyxoTa B
ycTaTa; kopeMHa 60s1ka 1 AMCKOMQOPT, KOMeH 0OpuB, exzaHTema, 00pHB; ChpOesk; YyBCTBO HA
cabocT, U3TOLIEHHNE UK 0BUIO HEpa3MONOKEHHE; HAPYIEHHUS Ha CbHS; GpakTypa Ha expoTo,
KMUTKATa WiK rpuOHauYHuA CTBRO.

Peaxu (morar aa 3acernat 10 1 Ha 1 000 aymin): npomsiHa Win NbJHa NKNCa HA BKYCOBK
yCEAHHUA * 3PUTE/IHK HapYLUCHHA, KATO 3aMBIVIEHO BUXKA2HE; KONPHBHA Tpecka; 0OJIKY B
CTABUTE; MYCKYJIHU DONIKU; NPOMEHU B TEMNOTO; NOBULIEHA TENECHA TEMITEPATYPA; TPECKA,
MOAYBaHE Ha KpaUHULIMTE (NepUdepeH OTOK); aNepPrUyHK peakurH;, AENPECHs; yroleMaBaHe Ha
bPANATE NPH MbXKETE.

Muoro peakn (morat aa 3acernar ao 1 Ha 10 000 aywn): nesopveHraumns

C Hen3BeCTHA 4eCTOTa (0T HAJHYHHTE RAHHH He MOKe Aa (bae HATIPaBEeHA OUueHKa):
XaNoUHHALMH, 00BPKAHOCT (0COBEHO MPH MALMEHTH C AHAMHESA 33 TE3W CUMITTOMM);

ycelaHe 3a rpaenuykane, 00AeKH, U3TPBINBaHE, yCellaHe 3a napeHe UK 6e3uyBCTBEHOCT,
0OpHB, KOWTO € BB3MOJXKHO J1a € IPHAPYXKEH ¢ DOJIKK B CTABUTE, Bh3NaneHKue Ha aebenoro
HEPBO, KOETO MPHYUHABA YITOPUTA BOAHHCTA AHAPUSA

Hexenann peakumuu, HaeuTHQHUHPanu Ype3 KPLBHH TECTOBE!

Cho0IaBane HA HEKEJIAHH PEAKIUHH
AKO MONYYHTE HAKAKBH HEKENAHM NIEKADCTBEHH peakUnH, yBeaomere. ToBa BKIIOY
Bb3MOXXHH HEOMHUCAHU B Ta3U JIMCTOBKA HEXENAHU peakLnH. MoskeTe CbUlo aa Chb
peakUHK AUPEKTHO Ypes3:

H3nbwnuuTenna areHuysa no nekapcrrarta

ya. . Jdamsau I'pyes” Ne 8, 1303 Codus, Buarapus
Ten.: +359 2 8903417; yebcaiir: www.bda.bg

Heuecrn (moxe aa 3acersat ao 1 na 100 aywn): nosrinaBaHe Ha YepHOAPOBHHTE EH3IUMH
Peaku (MoraT aa 3acernat o 1 wa 1 000 axymu): nosvuiasaHe Ha Gunupy6uHa; NOBHILABAaHE
Ha HUBOTO HAa Ma3HWHH B KPBLBTA, PA3KO CNaJiaHe HA LUPKYJUpaLLHUTe rpaHyaupatu Gemy
KPhBHHU KJIETKH, CBBP3aHO ¢ BUCOKA TEMIIEpaTypa

Muoro peaky (Moxe aa 3acernat a0 1 Ha 10 000 xywu): Hamanssane na Gpos Ha
TPOMOOUMTHTE B KPBLBTA, KOETO MOXE [a IOBEAE A0 KPLBOM3MHBH WK NO-JECHO 00pa3yBaHe Ha
CHHHMHH; HamajisiBaHe Ha Opos Ha OenuTe KPbBHH KNETKH, KOETO MOXE Aa AOBEAE A0 MO-YEeCTH
HH(peKUUN; eAHOBPEMEHHO HeoOHYaitHO HaManaBaHe Ha Gpod HA YepBeHHTE U BeJTuTe KPbHBHU
KJIETKH, KAKTO W Ha TPpoMOOUUTHTE.

C Hen3BecTHA HecTOoTa (OT HATMYHMUTE JAHHH He MoXKe a2 ObJe HanpaBeHa OUEeHKA)
MOHWXXEHO HABO Ha HATPHH, MarHE3WH, KATLMI WK Kanuii B KphLBTa (BUXKTE TOUKA 2)




Karo ¢cbhoOLaBare HeXxeNnaHu peakuMn, MOXETE [a 1aAeTe CBOA MPHUHOC 3a NMOMy4aBaHEe Ha MOBeYe
HHpOpMaUUa OTHOCHO DE30MacHOCTTa Ha TOBA JIEKAPCTBO.

S. Kak aa cexpansiate Ilanronpason Anra®®apma
Jla ce cbXpaHsaBa Ha MACTO, HEAOCTLITHO 34 Aeua.

He u3non3eaiiTe TORa nekapcTBO CNEA CPOKa Ha FOAHOCT, 0TOeNA3aH BbPXY KapTOHEHAaTa ONAKOBKA H
dnakoHa, cnea .l oaen no:*. CpoxsT HA FOAHOCT OTrOBaps Ha MOCNESAHUS A€H OT MOCOYEHH MeCeL,

Ha ce cvxpanasa nox 30 °C.
Ha ce cbxpaHaBa B OPUIMHANHATA OMAKOBKA, 32 J1a Ce NPEATa3x OT CBETJIMHA.

Cnen npuroTesiHe, PEKOHCTUTYHUpaHKA pa3TBop TpabBa aa ce M3non3sa B paMKHTe HA 12 yaca, ako e
paspeaeH WaKY B PaMKHWTE Ha 24 4aca, ako He € pa3peiacH AO0NbAHUTETHO.

OT MykpoOHONOrMYHA rneaHa Touka NpoayKTbT TpAOBa Aa ce M3non3Ba He3abaBHO. AKO He ce
M3TION3BA BE4HAra, BpEMETO U YCJIOBUATA Ha CbXpaHEHUE Npean ynorpeda ca OTTOBOPHOCT Ha
norpedbuTens 1 oOMKHOBEHO He TpsabBa na HaapuwiaeaT 24 yaca npu 2-8°C.

He uznon3pauTe TOBa NEKapCTBO, aKO 3a0eNiexuTe BU3YANHO NPOMSHaA BbE BRbHUIHWSA BUJ Ha pa3TBopa
(Hanp. ako ce HabMoaaBa MOMBLTHABAHE WA HATMYUE HA YaCTHLH)

He u3xBbpIisiiTe eKapcTBaTa B KAHANU3AUUATA UK B KOHTEHHEpA 32 AOMalUHU OTALbLH.

[TonuTaiite Bawus dapmalleBT Kak 1a U3XBBLPAATE JIeKapcTBaTa, KOUTO Beue He u3noseare. Te3au
MEPKH LLIE CITOMOrHAT 3a ONa3BaHe Ha OKONHATa Cpeaa.

6. ChbaAbPKAHHE HA OIIAKOBKATA B AONbJIHNTENHA HHPOpMALIUA

Kakso coabpixa [IanTonpason Anra®apma

- AKTHBHO BELIECTBO € naHTonpason. Becekn dnakon cvaspika 40 mg nantonpason (kaTro HATPUEB
CECKUXUApaT)

- Jpyrure ¢bCTaBKH Ca HATPHEB XHMIAPOKCHA (3a KOpekuHs Ha pH) u auHaTpues enerar

Kak usrnexaa IlanTonpazon Anta®apma ¥ KAKBO ChbAbPKA ONMAKOBKATA

[lpax 3a HHXXEKUWOHEH pa3TBOp.

bana no noutk 64na nopecra maca unu npax B 10 ml npo3paueH ¢cTbkneH daakoH ¢ 20 mm aHaMeTsp
Ha OTBOpA, 3aTBOPEH ¢ 20 mm cuea 6pomobyTHIOBA r'yMEHA 3aNyLLANKa W 3aMe4aTaH ¢ alyMUHHEBA
o0KaTKa ¢ NONUNPONUIIEHOB AMUCK.

Buaose onakosku: 1, 5, 10 1 20 dakoHa ¢ npax 3a MHXKEKLIHOHEH pa3TBOpP
He Bcuuky BUNOBE onakoBkM Morat aa 6baaT nycHaTtH B npoaaxda.
IIpuTexkaTen Ha pazpelleHHeToO 32 ynorpeda

Apta Medica Internacional d.o.o.

Likozarjeva ulica 6

1000 Ljubljana

CnoBeHuUA

IlpousBoanTen

APL Swift Services (Malta) Limited




HF26, Hal Far Industrial Estate,

Qasam Industryali Hal Far
Birzebbugia, BBG 3000
ManTa

Tosa siekapcrso € paspeineno 3a ynorpefa B asbpxaBuTe — wieHKH Ha EBponeiickoTo
HKOHOMHYECKO MPOCTPAHCTBO MO CJICIHHTE HMEHA:

CNOBEHNS Pantoprazol APharma 40 mg pradck za raztopino za injiciranje
ABcTpHA Pantoprazol APharma 40 mg Pulver zur Herstellung einer Injektionsldsung
buarapus [TanTonpazon Anta®apma 40 mg npax 3a MHXEKUMOHEH Pa3TBOP
Hewka Penybnuxa Pantoprazole AptaPharma

Kunbp Pantoprazole AptaPharma 40 mg powder for solution for injection
XtpBaTus Pantoprazol APharma 40 mg pra3ak za otopinu za injekciju
YHrapus Pantoprazole APharma 40 mg por oldatos injekciéhoz

Manra Pantoprazole AptaPharma 40 mg powder for solution for injection
[Monwa Pantoprazole AptaPharma

PyMbHUA Pantoprazol AptaPharma 40 mg pulbere pentru solutie injectabila
CnoBakus Pantoprazole AptaPharma 40 mg prasok na injekény roztok

Hdara na nocheaHo npepazrnexnane Ha aucToBkara 19.02.2025.

----—--#-----—----------'————-—'I"-'-'--------—-----i-ir-l'--i------—-------!-------------|-|———-—----------------------------------------

[locouenara rno-a0ny UHpOpMaUKUa € npeaHa3zHauYeHa caMo 3a MEAHLMHCKH CNeUHaTUCTH:

PekoHcTHTYNpaAH pa3TBOp:

[‘oToBNAT 33 ynoTpeba pasTBop ce npUroTss pe3s HHKeKkTHpaHe Ha 10 ml MHKeKUHOHEH pa3TBOp Ha
Hatpues xnopua 9 mg/ml (0,9 %) e ¢nrakona, cbabpxawt npaxa. To3u pa3TBOp MOXeE Aa Ce npuiara
AWUPEKTHO, [IpUrOTBEHUAT MHKEKLIMOHEH Pa3TBOP € PU3IMUYECKH H XUMHUECKH CTabUAEH 3a NEpHoL OT
24 4aca npn 25°C.

Paspenen pasTBop:

DnakoH®T, ChABLPAKALL Npaxa, ce PeKOHCTUTYHpa ¢ 10 ml MHxeKUMOHEH pa3TBOP Ha HATPUEB XJIOpHA
9 mg/ml (0,9 %), kolTo nonbanuTEnHO ce paspexxaa cbe 100 ml uHkeKUMOHEH Pa3TBOP HA HATPHEB
xnopua 9 mg/mi (0,9 %) nau nxkexunoneH pasteop Ha rmokosa 50 mg/ml (5 %) (r.e. HUBO Ha
KOHUeHTpauus ot okono 0,4 mg/ml).

Taka NoNy4YeHHAT PEKOHCTUTYUPAH M pa3pefleH pasTBOpP Ha JeKapCTBEHHSA NPOAYKT € PHIHUECKH
ChBMECTHM W XUMUUECKH cTabuNeH 3a nepuoa oT 12 vaca ¢ 9 mg/ml (0,9%) pa3Teop Ha HaTpueB
Xnopua 3a urkekTupane v 50 mg/ml (5%) pasteop Ha rnoko3a 3a uHxkekTHpaHe npu 25°C. 3a
pazpexaaHe TpaOBa a ce U3Mnoa3BaT NJacTMACOBH KOHTEHHEDH.,

[lanTonpason Anta®apma He TpsabBa Aa ce NPUrOTBS MITH CMECBA C PA3TBOPHTENH, PA3NHYHH OT
MOCOUYECHUTE.

Crnen npyroTBaHe, PEKOHCTUTYHPaHHUs pa3TBOp TPsOBa a ce U3MON3Ba B paMKHATE Ha |12 yaca, ako e
pa3peaeH WK B paMKHUTE Ha 24 4yaca, ako He € pa3peNeH AOMbIHUTENHO.

Ot MukpobHoONnoruyHa riaejHa Touka NpoaykTsT TpaOBa Aa ce U3NoN3Ba He3abaBHO. AKO He ce
H3MoN3Ba BEAHara, BpeMETO W YCIOBUATA HA CbXPaHEHHE Npean ynoTpeda ca OTFTOBOPHOCT Ha
norpedburens 1 00MKHOBeHO He TpsabBa na HaaBHuaeaT 24 yaca npu 2-8°C,

JlexapcTBeHNA NPOLYKT TpAOBA Aa Ce npuiara MHTPaBEHO3HO 32 2-15 MUHYTH.
CbabprkaHneTo Ha ¢uiakoHa € camo 3a eJHOKpaTHa ynoTpeba. Beceku npoaykT, kot

KOHTEHHEpa WK YHHTO BBHLUEH BUA C€ € TPOMEHHN (Hanp. ako ce HabJioaaBa nom
npeuunuTaums), Tpsadea Aa ce H3XBBPIH.

BbHWHUWAT BUA HA NPOAYKTA cnepn pasTeapsaHe € OUCTbp Oe3uBeTeH 10 KbATEHUKAB




