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AZERBAIJAN

VIHCTpYKUVS MO NPUMEHEHMIO NEKAPCTBEHHOTO NPOAYKTa
(ons naumeHToB)

YNUETULO 40 wmr TabneTtkn, NOKpbITbIE
KMLLEYHOPaCTBOPUMON 060J104KON
ULCETID

MexayHapoaHoe HenaTeHTOBaHHOe Ha3BaHMe:
MaHTOoNpason

CoctaB

AkmusHoe sewecmso: Kaxaas noKpbITas
K/LLEYHOPaCTBOPUMOW 0bornouKom TabneTka
cogepxut 45,150 wmr nadHTOnmpasona HaTpus
cecksurngparTa, 3KBMBArEHTHOIO 40 Mmr
naHTonpasona.

BcriomozamenbHbie seujecmea: manbtut (E965),
KpocrnoBuaoH (tTun  B), «kapmennosa HaTpus,
©6e3BoaHbI KapboHaT HaTpus, Kanbunsa cTeapar.
Obonoyka - 1. NMONMMBUHUIOBBLIA COWPT, Tarbk,
TuTaHa guokcup (E171), makporon 3350, coeBbli
neuvTuH, okcup  xkenesa  xentein  (E172),
6e3BoAHbIN kKapboHaT HaTpuS.

Ob6ornoyka - 2: NONUBUHWUIOBLIN COWPT, Tarlbk,
TuTaHa guokcung (E171), makporon 3350, coeBbii
NEUNTUH, OKCUA Xenesa xenTtein (E172).

KuweuHopacmeopumasi obornioyka: cononumep
METaKpWUoBOM KWUCIOTbl - 3Tunakpunata (1:1),
TPUaTUALUTPAT.

OnucaHue

TabneTkn, NOKpPbITblE KMLLEYHOPaCTBOPMMON

obonoykor oBanbHOM POPMbI, KENTOro LiBETA.

¢apMaKOTepaﬂeBTM yeckKasd rpynna

MHrMbumTopbl NPOTOHHOrO Hacoca.
ATX kop: A02BC02

The instructions on use of medicinal product
(for patients)

ULCETID 40 mg gastro-resistant tablets

International non-proprietary name: Pantoprazole

Composition

Active ingredient: each gastro-resistant tablet
contains 45,150 mg pantoprazole  sodium
sesquihydrate equivalent to 40 mg of pantoprazole.
Excipients: maltitol (E965), crospovidone (type B),
carmellose sodium, sodium carbonate anhydrous,
calcium stearate.

Coating — 1: polyvinyl alcohol, talc, titanium dioxide
(E171), macrogol 3350, soya lecithin, iron oxide
yellow (E172), sodium carbonate anhydrous.

Coating — 2: polyvinyl alcohol, talc, titanium dioxide
(E171), macrogol 3350, soya lecithin, iron oxide
yellow (E172).

Enteric coating: methacrylic acid - ethyl acrylate
copolymer (1:1), triethyl citrate.

Description
Yellow coloured, oval shaped, film-coated gastro-
resistant tablets.

Pharmacotherapeutic group
Proton pump inhibitors.
ATC code: A02BC02

Darman vasitasinin istifadasi tizre telimat
(xastalar t¢lin)

ULSETID 40 mq bagirsagda hall olan 6rtikli
tabletlor
ULCETID
Beynalxalq patentlesdiriimamis adi:

Pantoprazole

Torkibi

Tasiredici madds: har bagirsaqda hall olan 6rtlkli
tabletin terkibinde 40 mq pantoprazola ekvivalent
olan 45,150 mq pantoprazol natrium seskvihidrat
vardir.

Kbémekegi maddslar: maltitol (E965), krospovidon (B
tipi), natrium karmelloza, susuz natrium karbonat,
kalsium stearat.

Ortiik — 1: polivinil spirti, talk, titan 4-oksid (E171),
makrogol 3350, soya lesitini, sari demir oksidi
(E172), susuz natrium karbonat.

Ortiik — 2: polivinil spirti, talk, titan 4-oksid (E171),
makroqgol 3350, soya lesitini, sari demir oksidi
(E172).

Bagirsaqda hell olan értiik: metakril tursusu — etil
akrilat sopolimeri (1:1), trietil sitrat.

Toasviri
Sari rengli, oval formali, bagirsagda hall olan
Ortakli tabletler.

Farmakoterapevtik qrupu
Proton pompasinin inhibitorlari.
ATC kodu: A02BC02




dapmakonormyeckme CBOMCTBa
®PapmakoOuHaMuka
MaHTONpason npeactaBnsieT coOOM 3aMeLLEHHbIN

OeH3nmMmaasorn, KOTOpbI MHMMBUpPYET Cekpeuuto
CONSIHOM KMCNoTbI B xXenygke nytem
crneumduyeckon  OGnokagbl  MPOTOHHOW  MOMIbI

napueTanbHbIX KNeTOoK.

[MaHTONpa3on KOHBEPTUMPYETCHA B aKTMBHYIO hopmy
B KWCNOW cpefe B napueTanbHbIX KneTkax, rae
UHrMbupyet depmeHt H/K-ATd-asy, To ecTb
OrnoKUpyeT KOHeYHbI 9Tan BblpaboTkM COMNSHOM
KMCNOTbI B XXenyake.

UHrmbumposaHve 3aBUCUT OT A03bl U NOAABRSET Kak
GasanbHyl0, TaKk M CTUMYJIMPOBAHHYK CEKpPELMIo
CONMSHOM KUCNoTbl. Y ©OonblIMHCTBA nNaLUEHTOB

CMMNTOMblI UCYe3alT B TedeHue 2 Hepdenb.
JleueHne naHTOMpPas3osioM, Kak W Opyrnmu
MHrMbuTopamm  NpoToHHOW nomnbl (M)  n
NHrMBuTOpamm H,-peuenTtopos, CHWXaeT
KACMOTHOCTb B Xenyake W TakuMm  obpasom
yBenuumeaeT CeKpeLmio ractpuHa
NponopLMoHarnsHO CHUXXEHUIO KMCNOTHOCTMW.
YBenunyeHve  CcekpeuuMum  ractpvHa  sIBMsietcs

obpatumMbiM. [Mockonbky naHTONpas3on CBs3biBaET
(hepMeHT AUCTANbHO MO OTHOLLEHMUIO K KNETOYHOMY
peuenTopy, OH MOXeT WHrMbupoBaTb CEKpeLuto
CONSHOW KUCMOTbl HE3aBUCUMMO OT CTUMYMALUM
ApyrumMy  BellecTBamu (aueTUNXONMH, TUCTaMUH,
ractpuH). Odpcbekt nNpu  nepopanbHOM U
BHYTPMBEHHOM MPUMEHEHMMN NpenapaTa 0aUHAaKOB.
Mpn npvMeHeHWM naHTOMpasona MoBbILAETCA
YpOBEHb racTpuHa HaTowak. Npu KpaTKOCPOYHOM
NPUMEHEHUN YPOBEHb racTpuHa B OOMbLUMHCTBE
Cry4YaeB He MPEBbLILLAET BEPXHIOK rPaHMLy HOPMbI.
Mpu gnuTenbHoM feyeHun B OOMbLUMHCTBE
cnyyaeB nosebllwaeTcs Basoe. OgHako, YpeamepHoe
yBENMYEHNE, MNPOUCXOOUT fUWb B  €OMHUYHbIX
cnyyasx. B pegkux cnydasix npu AnMTENbHOM
nevyeHnn HabnwogaeTcsa nerkoe Wunu  ymepeHHoe
yBENMYEHNE 4YMcna crneunguieckmx SHOOKPUHHBIX
(ECL) KNeToK B xXenygke (nogobHo

Pharmacological properties

Pharmacodynamics

Pantoprazole is a substituted benzimidazole which
inhibits the secretion of hydrochloric acid in the
stomach by specific blockade of the proton pumps of
the parietal cells.

Pantoprazole is converted to its active form in the
acidic environment in the parietal cells where it
inhibits the H*/K*-ATPase enzyme, i.e. the final stage
in the production of hydrochloric acid in the stomach.
The inhibition is dose-dependent and affects both
basal and stimulated acid secretion. In most patients
symptoms dissappear within 2 weeks. As with other
proton pump inhibitors (PPIs) and H, receptor
inhibitors, treatment with pantoprazole reduces
acidity in the stomach and thereby increases gastrin
secretion in proportion to the reduction in acidity. An
increase in gastrin secretion is reversible. Since
pantoprazole binds to the enzyme distal to the cell
receptor level, it can inhibit hydrochloric acid
secretion independently of stimulation by other
substances (acetylcholine, histamine, gastrin). The
effect is the same whether the product is given orally
or intravenously.

The fasting gastrin values increase under
pantoprazole. On short-term use, in most cases
gastrin levels do not exceed the upper limit of normal.
During long-term treatment, they double in most
cases. An excessive increase, however, occurs only
in isolated cases. As mild to moderate increase in the
number of specific endocrine (ECL) cells in the
stomach is observed in a minority of cases during

long-term treatment (simple to adenomatoid
hyperplasia).
During treatment with antisecretory medicinal

products, serum gastrin increases in response to the
decreased acid secretion. Also CgA increases due to
decreased gastric acidity. The increased CgA level
may interfere with investigations for neuroendocrine
tumours.

Available published evidence suggests that proton

Farmakoloji xtisusiyyatlori

Farmakodinamikasi

Pantoprazol parietal hiiceyralarin proton
pompalarini spesifik blokadaya almagla madades
xlorid tursusunun sekresiyasini inhiba edan
benzimidazol téramasidir.

Pantoprazol parietal hiiceyralards, turs miuhitds
feal formasina gevrilir, burada H'/K'-ATF-aza
fermentini inhiba edir, basqa sb6zle, madada xlorid
tursusu ifrazinin son marhalasini blokadaya alir.
inhibe etmasi dozadan asilidir ve xlorid tursusunun
ham bazal, hem de stimule olunmus sekresiyasini
zaifledir. Pasiyentlarin aksariyyatinde simptomlar 2
hafte arzinde aradan qalxir. Diger proton pompasi
inhibitorlari (PPI) ve H, reseptorlarinin inhibitorlari
kimi pantoprazol ile mualice de madada tursulugu
azaldir ve bununla da tursulugun azalmasi ile
proporsional siratds gastrinin sekresiyasini artirir.
Qastrinin sekresiyasinin artmasi geriya dénandir.
Pantoprazol fermentle hliceyro  reseptoruna
nazaren distal olaraq birlasdiyine gbre, o xlorid
tursusunun  sekresiyasini  diger  maddalarle
(asetilxolin, histamin, gastrin) stimulyasiyadan asili
olmayaraq inhiba ede bilir. Preparatin peroral ve
venadaxili istifadesi zamani tasiri eyni olur.
Pantoprazolun istifadesi zamani acgarina gastrinin
miqdari artir. Qisamuiddatli istifade zamani
gastrinin migdar adstan normanin yuxari haddini
kecmir. Uzunm(ddatli mialice zamani ise akser
hallarda ikigat artir. Haddindan artiq yiiksalmasi isa
toek-tek hallarda bas verir. Uzunmuiddstli maalice
zamani nadir hallarda madadski spesifik endokrin
(ECL) hiceyrslarinin migdarinin az ve ya orta
deracade artmasi (adenomatoz hiperplaziya kimi)
musahida olunur.

Antisekretor preparatlarla mialice zamani gastrinin
serumdaki  saviyyasi  tursu  sekresiyasinin
azalmasina muvafiq olaraq artir. Hemginin mada
tursulugunun azalmasi ile elagadar olaraq
xromogranin A-nin  (CgA) seaviyyasi artir. CgA
saviyyasinin  artmasi  neyroendokrin  sislarin




afjeHoMaTongHou rmnepnnasmm).

Bo Bpems neyeHus aHTUCEKPETOPHbBIMU
npenapataMmyv CbIBOPOTOYHbLIN YPOBEHb racTpuHa
MOBbILLIAETCA B OTBET Ha MOHWXEHHYIO CeKpeLuto
KNWCNOTbl. Takke B CBA3M C  MOHMXKEHHOWM
XKernyaoyHOW KUCIOTHOCTbIO MOBbLILAETCA YPOBEHb
xpomorpaHmHa A (CgA). MNoBbiweHne ypoBHa CgA
MOXeT nomeLlaTb obcnepoBaHmio Ha
HENPOIHOOKPUHHbBIE OMYXOIN.

Vmetolumecs aaHHble CBUOETENBLCTBYIOT O TOM, YTO
neyeHue UHrMGUTOPaMy NPOTOHHOrO Hacoca HYXHO
npekpatmtb 3a 5-14 pgHenl [0 onpeaeneHus

xpomorpaHuHa A (CgA). 3t1o  nossonset
XPOMOrpaHuHy  BEpHyTbCA K  pedepeHCHOMY
AnanasoHy, KOTopoe MOXeT OblTb  NTOXHbIM

MOBbILUEHMEM TMOCMNe MPUMEHEHNS WHIMOUTOPOB
NPOTOHHOro Hacoca (UIMH).

dapmMaKOKUHemukKa

BcacbieaHue

MaHTonpason 6eicTpo abcopbupyetcsa us XKKT, Cax
jocturaetca 4epe3 2-2.5 yacoB p[axe nocne
O[HOKpaTHOro npuvema BHyTpb B [o3e 40 mr u
coctanseT 1-1.5 Mkr/mn, npu 3TomM 3HayYeHne Cay
OCTaeTCcsl NOCTOAHHLIM MPU MHOrOKPaTHOM MpueMe.
dapmakoKMHeTNYECKME CBOWCTBA HE W3MEHSAITCA
nocrnie OOHOKPaTHOro WM MOBTOPHOro npuéma. B
OgnanasoHe pgo3 10-80 wMr dapmMakokuHeTuka
naHTonpasosia B nnasMe KpoBW OCTaeTCs NIMHENHON
Kak nocrne mnepoparnbHOro npvéma, Tak M nocre
BHYTPUBEHHOIO BBEAEHWsl. YCTaHOBIEHO, u4TO
B1Moa0CTYNHOCTL TabneTok cocTtaBnsieT okomno 77%.
OpHoBpeMeHHbIN Npuém nuwm He BnusieT Ha AUC,

Cmax B NnasMe KpOBM W, COOTBETCTBEHHO, Ha
6uopoctynHocTb. [lpM oOOQHOBPEMEHHOM npuéme
nMWM  yBenu4uMBaeTCs  NUlb  BapuaTUBHOCTb
naTteHTHOro nepuoaa.

PacnpedeneHue

Ces3biBaHMe naHTOMpasonia ¢ ©Oenkamy nnasmbl
coctaBnseT okorno 98%. Ob6bem pacnpeaeneHus
coctaBnseT okono 0,15 n/kr.

Memabonusm

pump inhibitors should be discontinued between 5-14
days prior to CgA measurements. This is to allow
CgA levels that might be spuriously elevated
following PPI treatment to return to reference range.
Pharmacokinetics

Absorption

Pantoprazole is rapidly absorbed from GIT and Cpux
is achieved after 2-2,5 hours even after one single 40
mg oral dose and is 1-1.5 pg/ml, herewith C,,., values
remain constant after multiple administration.
Pharmacokinetics does not vary after single or
multiple administrations. In the dose range of 10 to
80 mg, the plasma kinetics of pantoprazole are linear
after both oral and intravenous administration. It is
established that the bioavailability is about 77% for
the tablets. Concomitant intake of food had no
influence on AUC, C,ox and thus bioavailability. Only
the variability of the lag-time will be increased by
concomitant food intake.

Distribution

Pantoprazole's serum protein binding is about 98%.
Volume of distribution is about 0.15 I/kg.

Metabolism

Pantoprazole is almost exclusively metabolized in the
liver. The main metabolic pathway is demethylation
by CYP2C19 with subsequent sulphate conjugation;
other metabolic pathways include oxidation by
CYP3A4. Terminal half-life is about 1 hour and
clearance is about 0,1 I/h/kg.

Excretion

Renal elimination represents the major route of
excretion (about 80%) for the metabolites of
pantoprazole, the rest is excreted with the faeces.
The main metabolite in both the serum and urine is
desmethylpantoprazole which is conjugated with
sulphate. The half-life of the main metabolite (about
1.5 hours) is not much longer than that of
pantoprazole.

Special group patients

No dose reduction is recommended when
pantoprazole is administered to patients with

mUayinasine mane ola bilar.

Modvcud malumatlar xabar verir ki, proton
pompasinin inhibitorlari ile mualiceni xromogranin
A-nin (CgA) tayin olunmasindan 5-14 gin avval
dayandirmaq  lazimdir. Bu  xromograninin
saviyyasinin isnad diapazona gayitmasina imkan
verir, belo ki, proton pompasi inhibitorlari (PPI) il
mualiceden sonra onun saviyyasi yalandan arta
bilar.

Farmakokinetikasi

Sorulmasi

Pantoprazol MBT-dan tez sorulur, hatta 40 mq
dozada birdefelik gabulundan 2-2,5 saat sonra gan
plazmasinda Cpax Olur va 1-1,5 mkg/ml tagkil edir,
bununla bels C.x tekrar gabuldan sonra da sabit
galr. Birdefelik ve ya tskrar gebuldan sonra
farmakokinetik xassslar dayismir. 10-80 mq arasi
dozada ham peroral gsabul, ham da venadaxili
yeridilma zamani pantoprazolun gan
plazmasindaki farmakokinetikasi xatti olaraq qalir.
Muayyan edilmisdir Ki, tabletlerin
biomenimsenilmasi texminan 77% teskil edir. Eyni
zamanda qidanin gsbul edilmasi gan plazmasinda
AUC, Cax vo mivafiq olarag biomeanimsanilmaya
tesir gOstarmir. Eyni zamanda gqida gabul
olunduqgda yalniz latent ddvrin variativliyi yiksalir.
Paylanmasi

Pantoprazolun plazma zdlallari ile birlesmasi
texminan 98%-dir. Paylanma hacmi texminan 0,15
I’kq taskil edir.

Metabolizmi

Pantoprazol qaraciyerds demak olar ki, tamamila
metabolize olunur. ©sas metabolizm yolu sulfat
konyugasiyasi ile naticelonan CYP2C19 vasitasile
demetillagsmadir; diger metabolizm yollarina ise
CYP3A4 kémayi ilo oksidlasma aiddir. Yekun Ty
texminan 1 saat, klirens isa 0,1 I/saat/kq taskil edir.
Xaric olunmasi

Pantoprazolun  metabolitlerinin  8sas  hissesi
(texminan 80%-i) bdyraklar vasitesila, qalan hissasi
isa nacisle xaric olunur. Hem gan plazmasinda,




MaHTOoNnpason no4Tu MOMNHOCTbIO
MeTabonuaunpyeTcs B neyeHu. OCHOBHbIM
MeTabonuyeckum nytem ABNsieTcH
agemeTtunupoBaHme ¢ nomowbto  CYP2C19 ¢
nocrnegywowen cynb@aTHOM  KOHblOraumen; K
apyrum  MeTabonuMyeckum  nNyTAM  OTHOCUTCS

okucnenne c nomoulbto CYP3A4. KoHeuHbli Tqp
cocTaBnsieT okono 1 4, a knupeHc — 0,1 n/u/kr.
BbigedeHue

MoyeyHasn anUMUHaLMS ABNSIETCA OCHOBHBLIM NyTeEM
BbiBeeHNsi MeTabonuMToB naHTonpasona (okoso
80%), ocTanbHas 4acTb BbIBOOUTCA C Karnowm.
OcHOBHbIM MeTabonMTOM Kak B MfiasMe KpoBW, Tak
M B MOYye sBNSEeTCA AecMeTurnnaHTonpason,
KOHBIOTMPOBAHHbIN € cynbdaTtoMm. Ti, OCHOBHOrO
mMeTabonuTa (okono 1,5 4) He HaMHOro npeBblaeT
T4, camoro naHTonpasona.
Ocobbie epynnsi nayueHmMos
PekomeHgauun MO  CHWXEHUIO
HasHa4yeHun naHTonpasona naumeHTam c
HapyweHvem QyHKUMM novek (B TOM u4ucre
naumMeHtTam Ha guanu3e) HeT. Kak u y 300poBbIX
nmy, Tq2 nNaHTONpasona y HUX  KOPOTKWUNA.
OnanuanpyeTtcs nvwb 0O4YeHb HebonbLuoe
KONM4eCcTBO MaHTonpasona. HecMoTpsi Ha TO 4TO y
OCHOBHOro MeTabonuTa yMepeHHO ONUTENbHbIA T4,
(2-3 y), BbIBEAEHNE BCE pPaBHO ABMNSAETCS ObICTPLIM,
NMO3TOMY KyMYMsiLMs HE NPOVCXOANT.

XOoTSa y NaumMeHTOB C LMPPO30M neveHun (knaccbl A n
B no wkane Yanng-MNet) T4, yBeENuunBaeTca o 7-
9 4, a AUC yeenuumBaetcsa B 5-7 pas3, Cnax B

[03bl  Npw

nnasme KpoBu yBenuynBaeTcs nuwb
He3HaunTtenbHo — B 1,5 pasa no cpaBHeEHUO CO
340POBbLIMU NaLMEHTAMMU.

Hemu

Mocne ogHokpaTHoro npuema Ao3bl 20 mr unu 40
Mr naHTonpasona nepopanbHo AUC u C.,. ¥ OeTen
B Bo3pacTe 5-16 net Haxogunucb B npegenax
COOTBETCTBYHOLMX 3Ha4yeHun y B3pocnbix. lMocne
O[HOKpaTHOro B/B BBEAEHWsI NaHToMnpasona B Jo3e
0,8 unu 1,6 Mr/kr getam B Bo3pacte 2-16 neT He

impaired renal functions (including dialysis patients).
As with healthy subjects, pantoprazole's half-life is
short. Only very small amounts of pantoprazole are
dialyzed. Although the main metabolite has a
moderately delayed half-life (2-3 h), excretion is still
rapid and thus accumulation does not occur.
Although for patients with liver cirrhosis (Child-Pugh
score, classes A and B) the half-life values increased
to between 7 and 9 h and the AUC values increased
by a factor of 5-7, the maximum serum concentration
only increased slightly by a factor of 1.5 compared
with healthy patients.

Children

Following administration of single oral doses of 20
mg or 40 mg pantoprazole to children aged 5-16
years AUC and Cp,x were in the range of
corresponding  values in  adults.  Following
administration of single i.v. doses of 0,8 or 1,6 mg/kg
pantoprazole to children aged 2-16 years there was
no significant association between pantoprazole
clearance and age or weight.

ham do sidikde asas metabolit sulfatla
konyugasiya olunmus desmetilpantoprazoldur.
Osas metabolitin  Ty,-i  (texminen 1,5 saat)

pantoprazolun T;,-dan bir az yiksakdir.

Xdsusi qrup pasiyentlor

Béyrak funksiyalari pozulmus pasiyentlare (o
cimladan, dializds olan pasiyentlar) pantoprazolun
tayini zamani dozanin azaldilmasina dair tévsiyaler
yoxdur. Saglam sexslarde oldugu kimi onlarda da
pantoprazolun Tq,-i qisadir. Pantoprazolun yalniz
¢ox az miqdar dializ olunur. ©sas metabolitin Ty-i
orta davametme mdulddstine (2-3 saat) malik
olmasina baxmayaraq, xaric olunmasi istanilen
halda surstlidir, buna gbére ds kumulyasiya bas
vermir.

Qaraciyar sirrozu olan pasiyentlarde (Gayld-Pyu
skalasi A va B sinifleri Gzre) saglam pasiyentlarle
miqayisada T, 7-9 saata gader, AUC isa 5-7 dafe
artsa da, Cnax gan plazmasinda shamiyyatsiz
daracads - 1,5 dafe artir.

Usaqlar

5-16 yas arasi usaqglarda pantoprazolun 20 mq ve
ya 40 mq dozada birdsfelik peroral gabulundan
sonra AUC va G bdylkler Gg¢lin uygun gelen
hidud daxilindadir. Pantoprazolun 0,8 ve ya 1,6
mqg/kq dozada 2-16 yas arasi usaglara v/d
birdafalik yeridilmasinden sonra pantoprazolun
klirensi ile pasiyentin yasi ve ya badan kuitlasi
arasinda shamiyysatli bir slaga geyds alinmamisdir.




OTMEYEHO 3HAYMMOWM CBSA3M MeXAYy KIMPEHCOM
naHTonpasona M BO3pacToM WMM Maccoil Terna
naumeHTa.

Moka3aHuA K NPUMEeHeHUo

- pednitoke-33ogaruT;

- S1I3BEHHas OonesHb
OBEeHaauaTUNEepPCTHON KULLIKK;
- apagukauusa Helicobacter pylori (B8 kombuHauum ¢
aHTUbuoTNKaMun);

- cuHapom  3onnuHrepa-AOnnuMcoHa W gpyrue
naTonornyeckune COCTOSHUS, CBSI3aHHble c
MOBbLILLEHHON XeNy40o4YHOWN CeKpeLmen.

xenynoka n

MpoTuBonokasaHus

- MOBbILIEHHAs YyBCTBUTENbHOCTb K MAaHTOMNpPasony,
3aMeLleHHbIM B6eH3MMmaasona, a Takke K nobomy
OPYroMy KOMMOHEHTY npenapara;

- AMcnencusi HeBPOTUYECKOTO reHesa;

- Bosgpact Ao 12 netr (M3-3a HeOOCTaTOYHOCTU
KNUHUYECKUX AaHHbIX N0 3dheKkTUBHOCTU 1
6e3onacHoOCTV ANs JaHHOW BO3PACTHOWM rpynnbl).

Ocob6ble yka3aHMA U Mepbl NPeaoCTOPOXKHOCTU
lMpu Hanu4Yuu Hacmopaxuearwux CUMTMOMO8

Mpu paseuTunm  MOGOro  HacTopaXxkmBaloLWero
cumMnToma (Hanpumep, aHayuTenbHas,
HenpeaHaMepeHHas noteps Beca,
peunavBupylollas peoTa, Agucdarus, Kposaeast
pBOTA, aHeMUs WNU MereHa), Hamuuum unu
NPeanonoXeHun  pasBuUTUS  A3BbI  Kenyaka,
Heo6xoanMo NCKIIOYNUTb 3110Ka4YeCTBEHHbIE

HOBOOOpa3oBaHWs, T.K. fle4eHMe naHTonpasosiom
MOXeT obneryatb CUMMNTOMblI M OTCPOYMBATL
MOCTaHOBKY AnarHosa.

BnusiHue Ha abcopbuyuro sumamuHa B,

Y nauueHToB C CMHOPOMOM 3onnuHrepa-3nnmcoHa
N OpYr’MMU NaToNIorMYecKUMMN rMNepCeKpeTOPHbLIMM

COCTOSIHUAIMW, KOTOpble TPebylT ANUTEeNbHOro
neyeHus, naHTonpasorn, KaK npenapar,
GNOKUPYIOLLIMIA  CEKPeLMIo  KUCMOTbl B )Kenyadke,

Indications for use

- reflux esophagitis;

- gastric ulcer and duodenal ulcer;

- Helicobacter pylori eradication (in combination with
antibiotics);

- Zollinger-Ellison syndrome and other pathological

conditions associated with increased gastric
secretion.

Contraindications

- hypersensitivity to pantoprazole, substituted

benzimidazoles, also to any other component of the
preparation;

- neurotic dyspepsia;

- age up to 12 years (cause of insufficiency clinical
data on the efficacy and safety for this age group).

Special warnings and precautions for use

In presence of alarm symptoms

In the presence of any alarm symptom (e.g.
significant unintentional weight loss, recurrent
vomiting, dysphagia, haematemesis, anaemia or
melaena), when gastric ulcer is suspected or present,
malignancy should be excluded, as treatment with
pantoprazole may alleviate symptoms and delay
diagnosis.

Influence on vitamin B, absorption

In patients with Zollinger-Ellison syndrome and other
pathological hypersecretory conditions requiring long-
term treatment, pantoprazole, as all acid-blocking
medicines, may reduce the absorption of vitamin By,
(cyanocobalamin) due to hypo- or achlorhydria. This
should be considered at use of preparation in
patients with reduced body stores or risk factors for
reduced vitamin By, absorption on long-term therapy

istifadasine gostariglor

- refliks ezofaqit;

- mada ve onikibarmagqg bagirsagin xora xestsliyi;

- Helicobacter pylori-nin eradikasiyasi
(antibiotiklarle kombinasiyada);

- Zollinger-Ellison sindromu vo mada
sekresiyasinin yikselmasi il alagali diger patoloji
voziyyatlor.

Oks gostariglar

- pantoprazola, benzimidazol téremsalarins,
hamginin preparatin har hansi komponentina garsi
yUksak hassaslig;

- sinir mansasli dispepsiya;

- 12 yasa kimi yas dovr0 (bu yas qrupu Ugln
effektivliyi va tahlikasizliyi Gzra klinik malumatlarin
kifayst gedar olmamasina gors).

Xiisusi gostariglar va ehtiyat tadbirlari
Xoebardaredici simptomlarin olmasi

istenilon xaberdaredici simptomun (masalen, geyri-
ixtiyari, ehamiyystli deracede ¢aki itirmas,
residiviesan qusma, disfagiya, gan qusma,
anemiya ve ya melena) inkisafi zamani, mada
xorasinin olmasi va ya buna subha oldugda
badxassali téramaleri istisna etmak lazimdir, belse
ki, pantoprazol ile mualice  simptomlari
ylngiillasdire ve diagnoz goyulmasini langids biler.
B, vitamininin sorulmasina tasiri

Zollinger-Ellison  sindromu  ve  uzunmuUddatli
mualice tslab edan diger patoloji hipersekresiya
hallari olan pasiyentlarde pantoprazol madades
tursu sekresiyasini blokada edan preparat kimi,
hipo- ve ya axlorhidriya naticesinde B, vitamininin
(sianokobalamin) absorbsiyasini azalda bilsr.
Bunlari organizminda B;, vitamininin ehtiyati az




MOXEeT YyMeHblWuTb abcopbuuio BuTammHa Bio

(unaHokobanamuHa)  BCrNeACTBME  TUMO-  WUNK
axnoprugpun.  OTO  crneayet  yuuTbiBaTb  Mpw
MPMMEHeHMM npenapata Yy MauueHToB  CO
CHWXKEHHbIMW  3anacamum B  OpraHusMe  Wnu

BXOOSALMX B rpynmny pUcKa CHMKEHHOro BcackiBaHUSA
BUTaMuHa Bi, Npu AnNuUTenbHOW Tepanuu, Wnu npu

BO3HUKHOBEHUN COOTBETCTBYIOLLMX  KIMHUYECKUX
CUMMNTOMOB.

lunomazHuemusi

MMnomarHmemus TaXenow OpPMbI  OnNucaHa Yy
naumeHToB, nonydaBwunx Takve WM,  kak

naHTonpason, B TeYeHNe He MeHee Tpex MecsLes,
a B OOmMblUMHCTBE CriyyaeB - B TeYeHMEe OOHOro
roga. Moryt HabnogaTbCs Takue CepbesHble
NPOSIBMIEHUSI TUMOMarHMeMmnm, Kak yTOMIIeMOCTb,
Cyaoporv, AenvpUn, KOHBYMbCUWN, FONTOBOKPYXEHWe
N JXenygovkoBas apuTMusl; TEM He MeHee, OHM
MOTYyT HauyMHATbCA HEOXMAAHHO U WX MOryT He
pacnosHatb. CoCTOsiHME nNpU runomarHmemumn y
OOMbLUMHCTBA 3aTPOHYTLIX NAUMEHTOB YNy4yLLIMMAOCh
nocne BOCMOMHEHUA MarHus U npekpalleHus
npuema UMM.

Y nauvMeHTOB KOTOpPbIM NPeacTouT AnuTernbHoe
nedexHve unn npuHumarowmnx UMMM B coyetaHum ¢
OWFOKCMHOM UNU  MpenapaTtaMu, KOTOpble MOryT
Bbl3BaTb rMnomarHMemuio (Hanpumep, ONYPETUKM),
HeobX0AMMO KOHTPONMpPOBaTb YPOBEHb MarHus 4o
Ha4ana neyenus UMM n nepuoanyeckn BO Bpems
neyeHus.

HAnumenesHoe fleyeHue

Mpn gnuTensHOM neyYeHun ocobeHHo, ecnu nepuog
neyeHus npesblllaeT OAWH oA, NaUWEHT OOMKeH
HaxoOuTbCA NoA NOCTOSHHBIM HabnaeHneMm.
UHpekyuu )Kes1yO0YHO-KULUEYHO20 mpakma,
8bI38aHHbIe bakmepusMmu

Kak Bce wHrMbuTtopbl npoToHHoW nomnbl (AMMT),
naHTonpason MOXeT MPUBOAUTL K YBEMMYEHMIO
yncrna Oaktepuin, OObIMHO MNPUCYTCTBYIOLMX B
BEPXHUX OTAenax Xenygo4yHO-KMLIEYHOro TpakTa.
JledeHne Ynuetmgom  MOXET MpUBECTU K

or if respective clinical symptoms are observed.
Hypomagnesaemia

Severe hypomagnesaemia has been reported in
patients treated with PPls like pantoprazole for at
least three months and in most cases for a year.
Serious manifestations of hypomagnesaemia such as
fatigue, tetany, delirium, convulsions, dizziness and
ventricular arrhythmia can occur but they may begin
insidiously and be overlooked. In most affected
patients, hypomagnesaemia  improved after
magnesium replacement and discontinuation of the
PPls.

For patients expected to be on prolonged treatment
or who take PPls with digoxin or drugs that may
cause hypomagnesaemia (e.g. diuretics), magnesium
levels should be measured before starting PPI
treatment and periodically during treatment.
Long-term treatment

In long-term treatment, especially if the period of
treatment exceeds a year, patients should be kept
under regular surveillance.

Gastrointestinal infections caused by bacteria
Pantoprazole, like all proton pump inhibitors (PPIs),
may lead to increase the counts of bacteria normally
present in the upper gastrointestinal tract. Treatment
with Ulcetid may lead to a slightly increased risk of
infections of the gastrointestinal tract caused by
bacteria such as Salmonella and Campylobacter.

If take multiple daily doses of proton pump inhibitors
and for a long period of time (a year or longer) can
occur fractures of the hip, wrist and spine. Therefore
this medicinal product should be taken exactly as
prescribed, at the lowest dose and for the shortest
time needed.

Ulcetid contains maltitol. Patients with rare
hereditary problems of fructose intolerance should
not take this medicinal product.

Ulcetid contains lecithin derived from soya oil. If you
have an allergy to peanut or soya, do not use this
medicinal product.

Interference with laboratory tests

olan ve ya zaif sorulma riski grupuna daxil olan
pasiyentlards, uzunmiddatli mialice zamani ve ya
mavafiq klinik simptomlar smals galdikde nazare
almagq lazimdir.

Hipomagneziemiya

Pantoprazol kimi PPi-ni an azi 3 ay, skser hallarda
ise 1 il middstinde qebul edan pasiyentlerde
hipomagniemiyanin agir formasi geyde alinmigdir.
Hipomagniemiyanin yorgunluq, gicolmalar, deliriya,
konvulsiyalar, basgicallenma ve madacik aritmiyasi
kimi ciddi tezahurleri mlsahida oluna biler; buna
baxmayaraq, onlar gsfil baslaya ve askar
olunmaya biler. Bir ¢ox hipomagniemiyali
pasiyentlards veziyyat magnezium ehtiyati barpa
olundugdan ve PPi-nin gsbulu dayandirildigdan
sonra yaxsilasmisdir.

Uzunmiiddastli mialice tayin olunmus ve ya PPi-ni
digoksin ve ya hipomagniemiya térada bilen digar

preparatlar (mas. diuretikler) ile qgebul edan
pasiyentlerde magneziumun migdari PPl ils
mualiceden evval va mualice vaxti vaxtasir

yoxlaniimalidir.

Uzunmdiiddatli maalice

Uzunmuddsatli, xUsusilea 1 ilden artig davam edan
mialice middatinda pasiyent daimi nazarast altinda
saxlaniimalidir.
Bakteriyalarin
infeksiyalari
Bitin proton pompasi inhibitorlari  (PPI) kimi
pantoprazol da made-bagdirsaq traktinin yuxari
sbbalarinds adi halda rast gslinen bakteriyalarin
migdarinin artmasina gatirib ¢ixara bilir. Ulsetid ilo
maalice Salmonella va Campylobacter kimi
bakteriyalar terafinden téradilen made-bagirsaq
traktl infeksiyalarinin emala gelma riskinin cuzi
artmasina gatirib ¢ixara bilar.

Proton pompasi inhibitorlari gindslik dozada takrar
ve uzun muiddst erzinda (1 il ve ya daha artiq)
gabul edilersa bud, bilsk ve onurga sitiinunda
siniglar bas vers bilar. Buna géra da, bu darman
preparatini tayin olundugu daqiglikls, lazim olan an

tératdiyi  meds-bagirsaq trakt




He3Ha4MTenbHOMY yBENUYEHNIO pucka
BO3HVMKHOBEHNST WHMPEKUNIA KenygodHO-KULLEYHOTO
TpakTa, BbI3blBAEMbIX TakMuMu OakTepusMmu, Kak
Salmonellaw Campylobacter.

lMpn npueme MHOrOKPaATHbIX €XeOHEBHbIX [[03
WHIMOUTOPOB MNPOTOHHOM MOMMblI U B TeYeHue
ONUTENBHOrO nepuvoda BpeMeHu (rog wnu Gornee)
MOryT BO3HWKHYTb nepernombl Oegpa, 3ansicTbs U
NO3BOHOYHMKA. [103TOMY [OaHHbIA NeKapCTBEHHbIN
npenapaTt cnegyetr npuHMUMatb  CTPOro  no
HasHa4YeHuto, B MUHMMarbHOM [03e U B TeYeHue
KpaTyawiuero Heo6xoauMoro nepnoaa BpeMeHu.
Ynuetna cogepxut manbtut. MNayneHtam ¢ pegkon
HacneacTBEHHOW HENEepPeHOCUMOCTLIO (OPYKTO3bl HE
cnegyeTr  MpUHUMaTb  3TOT  JIEKApPCTBEHHBIN
npenapar.

Ynuetua copepXkuT NeuUTWH, MNONYYEHHbIA U3
coeBoro macna. Ecnu y Bac anneprus Ha apaxuc
UM Ha COH, He MpPUHUMaNTE 3TOT JIeKapCTBEHHbIN
npenapar.

BriusiHue Ha nabopamopHbie mecmel

MoBbiWeHne ypoBHS xpoMorpaHuHa A (CgA) moxeT
noMewaTtb B WUCCregoBaHUM HENPO3HAOKPUHHBIX
onyxonen. YTtobbl wusbexaTb ITOMO0 UCKAKEHUA
OaHHbIX, JleYeHWe  naHTonmpasonoM  cnegyet
npekpatutb MO KpanWHen Mepe 3a 5 agHen fo
namepennn CgA (cm. pasgen «dapmakonormyeckme
csBovictBa»). Ecnu ypoBHu CgA wu ractpuHa He
BO3BpaLalTca B pedepeHCHbIn guanas3oH nocre
nepBOHaYvanbHbIX U3MEPEHWIA, N3MepeHns cnegyet
noBTOpUTL Yepe3 14 pgHel nocne npekpalleHus
neyvyeHus NHrMBUTOPOM NPOTOHHOrO Hacoca.

BsaumopgencTBme ¢ ApYyrMMu nekapcTBeHHbIMM
cpeacTBamu

BnusiHue naHmonpasona Ha ecacbigaHue Opyaux
nekapcmeeHHbIx cpedcme

Increased Chromogranin A (CgA) level may interfere
with investigations for neuroendocrine tumours. To
avoid this interference, pantoprazole treatment
should be stopped for at least 5 days before CgA
measurements (see section «Pharmacological
properties»). If CgA and gastrin levels have not
returned to reference range after initial measurement,
measurements should be repeated 14 days after
cessation of proton pump inhibitor treatment.

Interaction with other medicinal products

Effect of pantoprazole on the absorption of other
medicinal products

Pantoprazole may reduce the absorption of drugs

asagl dozada ve an qisa miuddst arzinde gabul
etmak lazimdir.

Ulsetidin tarkibinds maltitol vardir. Fruktozaya
gars! nadir irsi dozimsuizliyl olan pasiyentlara bu
darman vasitasini gabul etmak maslahat goriimar.
Ulsetidin tarkibinde soya yagdindan alinmig lesitin
vardir. ©ger sizde araxis ve ya soyaya qarsl
allergiya varsa, bu darman vasitesini qabul
etmayin.

Laborator sinaqlara tesiri

Xromogranin A-nin (CgA) saviyyasinin artmasi
neyroendokrin sislerin miayinasina mane ola biler.
Malumatlarin tehrif olunmasinin garsisini almaq
Ocin pantoprazol ile mdaaliceni CgA tayin
olunmasindan an azi 5 gin avval dayandirmaq
lazimdir («Farmakoloji xUsusiyystleri» bélmasina
bax). ©ger CgA ve qastrinin saviyysleri ilkin
tayinden sonra isnad diapazona gayitmazsa,
proton pompasi inhibitorlar ile maalicaden 14 gin
sonra tekrar tayin etmak lazimdir.

Digar derman vasitalari ila qarsihql tasiri

Pantoprazolun  diger  derman  vasitelerinin
sorulmasina tasiri
Pantoprazol biomanimsanilmasi madanin pH

MaHTonpason MoxeT yMeHbWWUTb BcacbiBaHue | with a gastric pH dependent bioavailability, e.g. some | mihitindan asili olan preparatlarin sorulmasini
npenapaToB, OMOOOCTYNHOCTbL KOTOPbIX 3aBucuT OT | azole antifungals as ketoconazole, itraconazole, | azalda bilsr, masalan, ketokonazol, itrakonazol,
pH cpegbl xenygka, Hanpumep, HeKOTopble | posaconazole. pozakonazol kimi bazi azol grupu gébalak sleyhina
a30/1bHble NpOTUBOTPNOKOBLIE, Takvne kak | Pantoprazole is extensively metabolized in the liver | vasitaler.




KETOKOHa30/, MTPaKoHa30Js1, N03aKoHa30r.
[MaHTONpason WHTEHCMBHO MeTabonuaupyeTcsi B
ne4YeHn nocpeacTBoM  (PepMeHTHOW  CUCTEMbI
uutoxpoma P450. OcHOBHbIM MeTabonmMyecKknm
nytem siBnsetca gemetunuposanus ¢ CYP2C19, a
apyron  metabonuueckunm MNyTb, OKUCIEHUS C
CYP3A4. Henb3sa WCKNOYMTL B3anMOOENCTBUN
naHTonpasona C JekapCTBEHHbLIMU MpenapaTamu,
KOTOpble MeTabonuanpytoTcs TOW XXe CUCTEMOMN.
PesynbTathl uenoro psigoa nccrnegoBaHuin
nokasblBalT, 4YTO MAHTOMNPas3osl He BIUSIET Ha
MeTabonmam aKTMBHbIX  BeLLEecTB KoTopble
MeTabonuanpyloTcs nocpeacTeoM CYP1A2
(kodpenH, TeodwmnnuH), CYP2C9 (nupokcukam,
anknodeHak, HanpokceH), CYP2D6 (meTtonponon),
CYP2E1 (ataHon).

KnuHnyeckme uccrnegoBaHus c yyacTnem
npenapaToB KOTOpble MeTabonmanpyoTcs TemMU xe
nyTaMu, TakMe kak kapbamasenuH, pJuasenam,
rnbeHknamma, HUpeannuH, a Tak xe
nepoparbHble KOHTpauenTuBbl KOTopble coaepxat
NEBOHOPrecTpen M 3TUHUNACTPAAUON He BbISIBUNU
KMMHUYECKN 3HAYMMbIX B3aUMOOENCTBUN.
KymapuHoebie aHmukoazynsiHmbl  ((beHNnpOKyMOH
unu eapgapuH)

XoTa nNpu  KNUHUYECKUX apMaKOKUHETUYECKNX
nccregoBaHUsIX Npyv OgHOBPEMEHHOM MPUMEHEHUU
C (EHNPOKYMOHOM WwnnM BapapnHOM HUKakne
B3anMMOeNCTBUS He Habnwganueb, npu
O[HOBPEMEHHOM JleYEHNE B MOCT-MapPKETMHIOBOM
nepuoge ObINM 3aperncTpupoBaHbl  €OUHUYHBIE
cnyyam N3MEHEHUI MeXayHapOAHOro
HopMarnu3oBaHHoro otHowenus (MHO). Takum
06pa3oM, nauneHTam NpUHMMaKLLMM KyMapuHOBbIE
aHTUKoarynsiHTel  (Hanpumep, EHMPOKYMOH WK
BapdapuH) pekomeHayeTcs KOHTpONMpoBaTb
npotpombuHoBoe Bpema wurmm  MHO  nocne
MHALMauMM 1 NpekpaweHns wunm BO Bpems
HeperynspHoro NPUMEHeHUs NaHTonpasona.
Jlekapcmea om BUY (amasaHasup)
OpHoBpeMeHHOE MpVYMEHEHWe aTasaHaBupa MU

via the cytochrome P450 enzyme system. The main
metabolic pathway is demethylation by CYP2C19
and other metabolic pathways include oxidation by
CYP3A4. The interactions of pantoprazole with drugs
that are metabolized by the same system can not be
excluded.

Results from a range of studies demonstrate that
pantoprazole does not effect the metabolism of active
substances metabolized by CYP1A2 (caffeine,
theophylline), CYP2C9 (piroxicam, diclofenac,
naproxen), CYP2D6 (metoprolol), CYP2E1 (ethanol).
Clinical studies with drugs also metabolized with
these pathways, like carbamazepine, diazepam,
glibenclamide, nifedipine, and an oral contraceptive
containing levonorgestrel and ethinyl oestradiol did
not reveal clinically significant interactions.

Coumarin  anticoagulants  (phenprocoumon  or
warfarin)
Although  no interaction during concomitant

administration of phenprocoumon or warfarin has
been observed in clinical pharmacokinetic studies, a
few isolated cases of changes in international
normalised ratio (INR) have been reported during
concomitant treatment in the post-marketing period.
Therefore, in patients treated with coumarin
anticoagulants (e.g. phenprocoumon or warfarin),
monitoring of prothrombin time or INR is
recommended after initiation, termination or during
irregular use of pantoprazole.

HIV medications (atazanavir)

Co-administration of atazanavir and other HIV
medications whose absorption is pH-dependent with
proton pump inhibitors might result in a substantial
reduction in the bioavailability of these HIV
medications and might impact the efficacy of these
medicines. Therefore, the co-administration of proton
pump inhibitors with atazanavir is not recommended.
There were no interactions with concomitantly
administered antacids.

Interaction studies have also been performed
administering pantoprazole concomitantly with the

Pantoprazol sitoxrom P450 ferment sistemi
vasitesile intensiv sakilde qaraciyarde metabolize
olunur. ©sas metabolizm yolu CYP2C19 vasitasile
demetillosma, digari ise CYP3A4 vasitasile
oksidlesmadir. Bu sistem vasitesile metabolize
olunan diger darman vasiteleri ile pantoprazolun
garsiligli tasirini da istisna etmak olmaz.

Bir sira tedgigatlarin naticaleri gdstarir ki,
pantoprazol CYP1A2 (kofein, teofillin), CYP2C9
(piroksikam, diklofenak, naproksen), CYP2D6
(metoprolol), CYP2E1 (etanol) vasitesilo
metabolize olunan faal maddslerin metabolizmina
tosir gbéstermir.

Bu yolla metabolize olunan karbamazepin,
diazepam, glibenklamid, nifedipin, o cumladan,
tarkibinda levonorgestrel va etinilestradiol olan oral
kontraseptiv preparatlarin istiraki ile aparilan klinik
tadqgigatlarda klinik shamiyyatli garsihgh tasir agkar
edilmamisdir.

Kumarin sirasi antikoaqulyantlari (fenprokumon ve
ya varfarin)

Klinik farmakokinetik tedqiqatlar zamani
fenprokumon ve ya varfarin ile birlikde istifade
zamani he¢ bir garsiligh tasir misahide olunmasa
da, post-marketing ddvriinds birlikde istifade
zamani bazi hallarda beynalxalg normallagdiriimis
minasibstlorde  (BNM)  deyisiklikler  geydes
alinmisgdir. Belslikls, kumarin sirasl
antikoaqulyantlari (masalen, fenprokumon va ya
varfarin) gabul edan pasiyentlera pantoprazolun
gabulunu basladigdan ve dayandirdiqgdan sonra ve
ya  qgeyri-mintezeam istifadesi muddatinda
protrombin vaxti ve ya BNM-o nazaret etmaok
maslahat gorallr.

iIV sleyhine preparatlar (atazanavir)

Atazanavir ve sorulmasi pH-dan asili olan diger iiV
aleyhina preparatlarin proton pompasi inhibitorlar
ilo eyni zamanda istifadesi iV sleyhine olan bu
preparatlarin  biomanimsanilmasinin  ahamiyyatli
deracade azalmasina getirib ¢ixara ve bu
darmanlarin effektivliyina tasir gbstera biler. Buna




apyrux npenapaTtoB npotns BUY,
KOTOopbIX 3aBucut oT pH ¢  wHMBUTOpamm
NMPOTOHHOMN noMnbI MOoXeT npuBecTn K
3HAYUTENbHOMY CHWXEHUI0 OMOOOCTYNMHOCTM 3TUX
npenapatoB oT BWY ©n mMoxeT noBnuATb Ha
3 EKTUBHOCTL 3TUX nekapcTB. Moatomy
O HOBpPEMEHHOE npYMeHeHne WHIMBMTOpPOB
MPOTOHHOTO  Hacoca C  arasaHaBUpPOM  He
pekoMeHayeTcs.

Mpn ogHOBpeMeHHOM MpueMe C aHTaumMgamu
nekapcTBeHHOe  B3auMoAencTBue  He  6bIno
3aperncTpupoBaHo.

VccnenoBaHna  B3aMMOAEWCTBMS  Takke  Obinu
npoBeaeHsbI Ha OAHOBPEMEHHbI npuém
naHTonpasona c COOTBETCTBYIOLLUMMU
aHTUOMOTUKaMN (KNapUTPOMMULMH, METPOHMAA30/M,
aMmokcMumnnuH). He ©Obino OBOHapY)XEHO HUKaKux
KNMUHUYECKN 3HAYNMbBIX B3aUMOOENCTBUN.

BCacCbiBaHue

MpumeHeHne B nepuos GepeMeHHOCTM M

nakraumu
HeT pocrtatoyHO pfaHHbIX 06  UCnonb3oBaHUM
naHTonpasona y 6epeMeHHbIX XKEHLLMH.
WccnepoBaHua Ha XUBOTHbIX BbISIBUIM
penpoayKTUBHYIO TOKCUMYHOCTb. [loTeHuuManbHbIN

puck AOns 4enoBeka Heu3BecTeH. Ynuetuna He
cregyeT Ucrnonb3oBaTb BO BpeMsi GepeMeHHOCTMH,
0e3 ABHOI HEOOXOANMOCTMW.

MocTynanu gaHHble O BbIAENEHMN B YerioBeYeckoe
Monoko. [loaToMy  MpUHSATME  pelleHuss O
NpoOoSPKEHNW/NPEKPALLEHNN  KOPMIIEHMST  TPYALHO
unm NPoAoIKEHNN/NPEKpaLLEHUN Tepanun
Ynuetuaom crnegyeT NpMHUMaTh, YYUTbIBAs NONb3y
rPyAHOro BCKapMIMBaHWst Ans pebeHka M nonb3y
neyeHus Ynuetnaom ans matepu.

BnusHwue Ha CnocobHoCTb ynpaBnsitb
TpaHCNOpPTHbLIMM  cpeAcTBaMUM U APYrMMU
noTeHUuanbHO OoNnacHbIMWU MeXaHu3Mmamu

MoryT nposiBuTbCs NobOO4YHbIE peakuun, Takue Kak
ronoBOKPYXXEHMEe W HapylleHue 3peHus. B Takom

respective antibiotics (clarithromycin, metronidazole,
amoxicillin). No clinically relevant interactions were
found.

Use during pregnhancy and lactation

There are no adequate data from the use of
pantoprazole in pregnant women. Studies in animals
have shown reproductive toxicity. The potential risk
for humans is unknown. Ulcetid should not be used
during pregnancy unless clearly necessary.

Excretion into human milk has been reported.
Therefore a decision on whether to
continue/discontinue breast-feeding or to
continue/discontinue therapy with Ulcetid should be
made taking into account the benefit of breast-
feeding to the child and the benefit of therapy with
Ulcetid to mother.

Effects on ability to drive vehicles and other
potentially dangerous machinery

Side effects such as dizziness and visual
disturbances may occur. In this case, during
treatment patient should abstain from driving vehicles

gbra de, atazanavirin proton pompasi inhibitorlar
ile eyni zamanda gabulu maslahat gériimar.
Antasidlerla eyni zamanda istifade zamani derman
garsiligl tasiri misahida olunmamisdir.
Pantoprazolun muvafiq antibiotiklarle (klaritromisin,
metronidazol, amoksisillin) eyni zamanda gsabuluna
dair da qarsiligl tesir tedgigatlari apariimisdir. Heg
bir klinik ehamiyyastli qarsihigh tssir askar
edilmamisdir.

Hamilalik vo laktasiya dévrinda istifadasi
Pantoprazolun hamile gadinlarda istifadasi bareda
kifayat godar malumat yoxdur. Heyvanlar Gzarinda
tedgiqatlar reproduktiv toksiklik askar etmisdir.
insan Ggiin potensial riski melum deyil. Zsrurat
yoxdursa, Ulsetid hamilelik dbvrinde istifade
olunmamaldir.

insan siidiine ifraz olunmasi barsds malumatlar
vardir. Buna gére da, ana sidu ils gidalandirmanin
davam etdiriimasi/dayandirilmasi ve ya Ulsetid ilo
mdaalicenin  davam  etdiriimasi/dayandiriimasi
barads gerar ana sidul ils gidalandirmanin usaga
ve Ulsetid ile mialicenin anaya olan faydasini
nazare almagla gabul edilmalidir.

Nogliyyat vasitalorini ve diger potensial
tohliikali mexanizmlari idareetma gabiliyyatina
tosiri

Basgiceallanma ve gdérma pozgunluglari kimi slave
tasirlar amala gals bilar. Bu halda pasiyent mialice




cnyvyae, B MNepuoa feyYeHus nauueHT [OIDKeH
BO3OepKaTbCA OT BOXAEHWs aBTOTpaHcrnopTa WU
3aHATUA  NOTEHUManbHO  OnacHbiMM  BUMAAMM
OeAaTenbHOCTH, TpebyoLwmmm MOBbILLEHHON
KOHUEeHTpauun BHMMaHUs n ObICTPOTHI
NCUXOMOTOPHbIX peakLnii.

Cnoco6 npumeHeHus n fosa

TabneTkn Henb3s xeBaTb WM  pasnamblBaTb,
cnepyeT npornatbiBaTh LenukoM 3a 1 yac 4o efbl ©
HebonblwKnM  KonuyecTBOM  Bodbl.  [MpenapaTt
npuHMMaroT o00blMHO nepen  3aBTpakoM. [lpwu
OBYKpaTHOM npveme BTOpyl0 [03y npenapara
pEKOMEHAYETCS NPMHMMAaTb Nepen YKUHOM.
B3pocnbim u nodpocmkam cmapuwe 12 nem:
Pedbnitokc-330chazum

CyTtouHasa posa coctaBnsaeT 40 mr. B otoenbHbix
cny4vasix npu HeobxogMMOCTM [03a MOXET ObiTb
yBenuyeHa o 80 wmr.

O6neryeHne cuMMNTOMOB HacTynaeT OObIMHO B
TedeHue 2-4 Hepenb. Kypc Tepanuu coctaBnseT 4-8
Henenb.

B3pocribim:

5138eHHas bone3Hb
dseHaduamunepcmHoU KUWKU
HasHauaoT no 40-80 mr/cyt. Kypc neyenus npwu
obocTpeHun S1I3BEHHOM 6onesHu
ABEHa[LaTMNEePCTHON KULLIKM OBbIYHO cocTaBnsieT 2
Hedenu, si3BeHHOW GonesHu xenyaka - 4-8 Hepenb.
Mpn Heo6Xxo0OMMOCTM NPOAOIPKUTENBHOCTL NEYEHUs
MOXET ObITb NPOAJSIEH.

Ansa sapadukauuu Helicobacter pylori (8 kombuHauuu

Xxenydka u

and activities potentially hazardous actions that
require high concentration and quickness of
psychomotor reactions.

Method of administration and dosage

Tablets should not be chewed or crushed, should be
swallowed whole, 1 hour before a meal with some
water. The drug is usually taken before breakfast. At
a twice-daily dosing, it is recommended to take the
second dose before the evening meal.

Adults and adolescents 12 years of age and above:
Reflux esophagitis

Daily dose is 40 mg. In individual cases, if necessary
the dose may be increased to 80 mg.

Relief of symptoms is usually occurs within 2-4
weeks. The course of treatment is 4-8 weeks.

Adults:

Gastric ulcer and duodenal ulcer

40-80 mg is administrated per day. The course of
treatment is usually 2 weeks during exacerbation of
duodenal ulcer, 4-8 weeks during gastric ulcer. If

necessary, the duration of treatment can be
prolonged.
Helicobacter pylori eradication (in_combination with
antibiotics)

Recommended dose is — 40 mg 2 times per day in
combination with two antibiotics. Usually the course
of anti-helicobacter therapy is 7-14 days.

Zollinger-Ellison syndrome and other pathological

¢ aHmubuomuxkamu)

PekomeHayemas fosa - 40 mr 2 pasa B AeHb B
komMbuHaumm ¢ aBymst aHTubmotukamu. OBbIYHO
KypC aHTUxenukobakTepHol Tepanuu coctaBnseT 7-
14 gHen.

[lpu_cuHdpome 3onnuHeepa-AnaucoHa u_oOpyaux
namorio2uy4eckUux _ COCMOSIHUSIX,  C8513aHHbIX _ C
o8bIeHHOU Xxenydo4yHoU cekpeuyuel
PekomeHayemasa cTaptoBas [fo3a AnuTenbHOW

conditions __associated __with __increased __gastric
secretion
The recommended starting dose of long-term

treatment with pantoprazole is 80 mg/day, divided
into 2 doses. Subsequently, the daily dose can be
titrated according to the starting level of gastric
secretion. A temporary increase of the daily dose
above 160 mg pantoprazole is possible, in order to
adequately control gastric secretion. The duration of

doévrindes avtonagliyyat idare etmakdan va diggstin
yUksak konsentrasiyasini Vo psixomotor
reaksiyalarin tezliyini talsb eden diger potensial
tehlikali fealiyyat névlerindan uzaq olmalidir.

istifade qaydasi va dozasi

Tabletlori ¢geynemak ve ya xirdalamaq olmaz,
yemakden 1 saat avval, kifayat gadar su ile butdv
sokilde gabul etmak lazimdir. Preparat adsten
sehar yemayinden avvel gebul olunur. iki defe
teyin olunduqda preparatin ikinci dozasini axsam
yemayindan avval gabul etmak maslahat gérilir.
12 yasdan bdylik yeniyetmolors ve béyliklars:
Refliiks ezofaqit

Glndslik doza 40 mq teskil edir. Tek-tak hallarda
lazim gelersa doza 80 mqg-a gadaer artirila biler.
Simptomlarin yingullesmasi adetan 2-4 hafte
arzinds bas verir. Mialice kursu 4-8 hafte taskil
edir.

Béyliklars:

Mads ve onikibarmaq badirsadin xora xastaliyi
Glnde 40-80 mgqg tayin edilir. Onikibarmaq
bagirsagin xora xastsliyinin kaskinlasmasi zamani
mualice kursu adstan 2 hafte, madenin xora
xastaliyi zamani ise 4-8 hafte tagkil edir. Ehtiyac
olarsa mialicenin middati uzadila bilar.
Helicobacter _ pylori—nin __eradikasiyasi
(antibiotiklorle kombinasiyada)

Masloehat olunan doza — ginds 2 dafe 40 mq, iki
antibiotik ile kombinasiyada. Adaten,
antihelikobakter maalica kursu 7-14 giin tagkil edir.
Zollinger-Ellison sindromu ve meds sekresiyasinin
yUksalmasi ile alagali digar patoloji veziyystlor
zamani

Pantoprazol ile uzunmuiddatli mialicenin maslahat
olunan baslangic dozasi 2 gabula bdlinmakle
ginds 80 mq teskil edir. Daha sonra gindalik
dozani mada sekresiyasinin ilkin saviyyasina
mavafig olaraq titrlemak olar. Mada sekresiyasinin

tedn




Tepanuu naHTonpasorioM coctaenser 80 wmr/cyT,
pasgeneHHas Ha 2 npuema. B panbHenwem
CYTOYHYK 003y MOXHO TUTPOBaTb B 3aBUCUMOCTM
OT WCXOAHOrO YPOBHSI >KENYAOYHOW CeKpeuuw.
B03MOXHO BpeMeHHOe yBennyeHne CyTOMHOW L03bl
naHTonpasosia Bbilwe 160 Mr ¢ LUenblo agekBaTHOro
KOHTPONSA >Kenygo4vyHou cekpeuuun. OnNuTenbHOCTb
Tepanun noabupaeTcs MHAMBUAYaNbHO.

Y nayuemmoe c¢ msiKenbiIMu HapyuweHuUsiMU
pyHKUUU nedeHU [03a NaHTonpasona He JO0SbKHa
npesbiwaTb 20 Mr/CyT U peKOMeHAYeTCHa perynsipHo
KOHTpONMpoBaTb aKTUBHOCTb NevYeHOYHbIX
depmeHTOB, 0COBEHHO NPU ONUTENBHOM NeYeHnn
naHtonpasonom. [lpu yBENUYEHMM aKTUBHOCTU
NeYeHOYHbIX PEPMEHTOB PEKOMEHAYETCS OTMEHUTL
npenapar.

He TpebyeTcsi M3MeHeHus 003bl Y nayueHmos

noxuso2o eo3pacma U nauyueHmoe ¢
3abosiegaHUsIMU MOYEK.

y nayueHmos noxusio2o eo3pacma,
nony4arLLmx apaanKaLMOHHYHO Tepanuio

Helicobacter pylori, pnvTenbHOCTb Tepanvm 06bIYHO
He npeBblaeT 7 AHEN.

NMo6oyHbIe aencTBUA
XKenydouHo-kuwe4Hble paccmpolicmea
Yacro: nonunbl dyHOanbHbIX
(oobpokayecTBEHHbIE).

Heuvacto: gmapesd, TowHOTa, pBOTa, METEopuUsM,
3anop, CyxocTb BO pTy, 6omu u pguckomdopTt B
XMBOTE.

lenamobunuapHbie paccmpolicmea
Heyacto: noBbllleHVWE  YPOBHS
depmeHTOB (TpaHcamuHas, y-GT).
Pepnko: noBbilleHne ypoBHS BunmpybuHa.
HapyweHusi Memabonuama u numaHusi

Pegko: runepnvnugemMvs M MOBbILEHUE YPOBHS
nunuaos (Tpurnuuepuaos, XONnecTepuHa);
N3MeHeHre Maccbl Tena.

Paccmpoiicmea HepgHoU cucmembi

He4acTo: ronoBoKpyxeHne, ronosHas 6onb.

xenes

ne4yeHo4HbIX

the treatment selected individually.

In patients with severely impaired hepatic
function the dose of pantoprazole should not exceed
20 mg/day and should regularly monitored the activity
of liver enzymes, especially during long-term
treatment with pantoprazole. In the case of a rise of
the liver enzymes the treatment should be
discontinued.

No dose adjustment is recommended in elderly
patients and patients with kidney diseases.

In elderly patients who receiving Helicobacter pylori
eradication therapy, the duration of therapy is
typically less than 7 days.

Side effects

Gastrointestinal disorders

Common: fundic gland polyps (benign).

Uncommon: diarrhoea, nausea, vomiting, flatulence,

constipation, dry mouth, abdominal pain and
discomfort.

Hepatobiliary disorders

Uncommon: liver enzymes increased
(transaminases, y-GT).

Rare: increas in bilirubin.

Metabolism and nutritional disorders

Rare: hyperlipidaemias and lipid increases

(triglycerides, cholesterol); changes in body weight.
Nervous system disorders

Uncommon: dizziness, headache.

Rare: disturbances in vision, blurred vision.
Psychiatric disorders

adekvat nezarsti magsadile  pantoprazolun
gundalik dozasi mlvaqgati olaraq 160 mg-dan da
¢ox artinla biler. Mlalicenin middasti fardi olaraq
segilir.

Qaraciyar funksiyalarinin agir pozulmasi olan
pasiyentlards pantoprazolun giindalik dozasi 20
mqg-dan ¢ox olmamalidir ve xUsusile pantoprazol
ilo uzunmiddstli mdalice zamani qaraciyer
fermentlarinin fealligina nazaret etmak maslohat
goriltr. Qaraciyer fermentlerinin faalliginin artmasi
zamanl  preparatin  gsbulunu  dayandirmaq
maslahatdir.

Yasl pasiyentlarda va boOyrak xastaliyi olan
pasiyentlards dozanin dayisilmasi talab olunmur.

Helicobacter pylori-nin  eradikasion mualicasini
gebul edan yash pasiyentlorde muialicenin
davametma miiddati adaten 7 giindan artiq olmur.

Olava tosirlori
Made-bagirsaq pozgunluqlari

GCox rast gelen: fundal wvezilarin polipleri
(xosxassali).

Az rast gelen: ishal, Urekbulanma, qusma,
meteorizm, @abizlik, agizda qurulug, qarinda

agrilar ve narahathq.

Hepatobiliar pozgunluglar

Az rast galan: garaciyer fermentlorinin miqgdarinin
artmasi (transaminazalar, y-GT).

Nadir hallarda: bilirubinin migdarinin artmasi.
Metabolizm ve qidalanma pozgunluqlari

Nadir hallarda: hiperlipidemiya ve lipidlerin
(trigliseridlar, xolesterin) migdarinin artmasi; baden
¢okisinin dayismasi.

Sinir sistemi pozgunluglari

Az rast gelen: basgicallenms, bas agrisi.




Penko: HapyLleHuns 3peHnsi, MyTHOE 3peHue.
lNcuxu4yeckue paccmpoticmea

HeuacTo: paccTponcTtea cHa.

Pegnko: genpeccus (v Bce 060CTpeHst).

OueHb pefko: ae3opueHTaums (1 Bce 060CTpeHus).
Paccmpoiicmea oriopHo-08u2amersibHO20
arnnapama u coeOuHuUmesbHoU mKaHu

Pegko: apTpanrus, Mmuanrus.

Paccmpoiicmea Koxu u MoOOKOXHOU mKaHu
HeuacTo: cbinb nnu ak3aHTema, 3ya.

Peako: kpanmBHULA, aHTIMOHEBPOTUYECKUIA OTEK.
Paccmpoicmea kpoeeHOCHOU u numgamudeckou
cucmemsbl

OueHb pefko: TPOMBOLUTONEHMS, NTIENKOMEHUS.
Paccmpoiicmea ummyHHOU cucmemsl

Pegko: rMnepYyBCTBUTENBHOCTb (Bknovas
aHadunakTnyeckne peakumm n aHamnakTmiyeckni
LLIOK).

Hpyaue

HeuvacTo: acTeHus, yctanoctb 1 HeAOMOraHue.
Pepko: noBbILLIEHNE TemnepaTtypsbl Tena,

nepudepuyeckme oTeku.

Mepepno3sunpoBka

Cumnmomebi:  CAMNTOMBI nepeno3vpoBKY y
YyernoBeKka He U3BECTHbI.

JleueHue: cneundunyeckun aHTMaoT ans
naHtonpasona He cywectByeT. B cniyyae
nepeao3npoBKM cnegyet NpoBOANTb

CMMNTOMAaTM4YECKOE 1 NoaAEPKMBAIOLLEE NTEYEHME.
MaHTOnNpason B BbLICOKOW CTENEHW CBA3bIBAETCA C
6enkamyM nnasmbl KPOBM, MNO3TOMYy remoananva
Headh(PeKTUBEH.

dPopma Bbinycka

Mo 10 Ttabnetok B An/An Gnuctepe. 3 6nuctepa
BMECT€ C  WHCTPYKUMEA MO  MPUMEHEHUIO
NMOMELLATCA B KAPTOHHYIO YMaKOBKY.

YcnoBusa XpaHeHns

Uncommon: sleep disorders.

Rare: depression (and all aggravations).

Very rare: disorientation (and all aggravations).
Musculoskeletal and connective tissue disorders
Rare: arthralgia, myalgia.

Skin and subcutaneous tissue disorders
Uncommon: rash or exanthema, pruritus.
Rare: urticaria, angioneurotic oedema.

Blood and lymphatic system disorders

Very rare: thrombocytopenia, leukopenia.
Immune system disorders

Rare: hypersensitivity  (including  anaphylactic
reactions and anaphylactic shock).
Others

Uncommon: asthenia, fatigue and malaise.
Rare: increase in body temperature,
oedema.

peripheral

Overdose

Symptoms: there are no known symptoms of
overdose in human.

Treatment: there is no known specific antidote to
pantoprazole. In case of overdose symptomatic and
supportive therapy should be carried out.
Pantoprazole is extensively bound to plasma
proteins, therefore hemodialysis is not effective.

Presentation
10 tablets in Alu/Alu blister. 3 blisters with the
instruction for use are placed in cardboard packing.

Storage conditions

Nadir hallarda: gérma pozgunluglari, dumanh
g6rma.

Psixiki pozgunluqlar

Az rast gealen: yuxu pozgunluglari.

Nadir hallarda: depressiya (vo batin
agirlasmalari).

GCox nadir hallarda: dezorientasiya (ve b{tin
agirlasmalari).

Dayaq-hsrokat sistemi ve birlesdirici toxuma

pozgunluglari

Nadir hallarda: artralgiya, mialgiya.

Dari vo darialti toxuma pozgunluqlari

Az rast geloen: sapgi ve ya ekzantema, gasinma.
Nadir hallarda: 6vre, angionevrotik 6dem.

Qan ve limfa sistemi pozgunluqlari

Cox nadir hallarda: trombositopeniya, leykopeniya.
Immun sistemi pozgunluglar

Nadir  hallarda:  hiperhassasliq  (anafilaktik
reaksiyalar ve anafilaktik sok da daxil olmagqla).
Diger

Az rast gelen: asteniya, yorgunluq ve halsizlig.
Nadir hallarda: badan temperaturunun yiiksalmasi,
periferik ddemlar.

Doza haddinin asiimasi
Simptomlar: insanlarda doza haddinin asilmasinin
simptomlari malum deyil.
Miialicasi: pantoprazolun spesifik antidotu mévcud

deyil. Doza haddinin asiimasi hallarinda
simptomatik ve dasteklayici muialice aparmagq
lazimdir.

Pantoprazol plazma zllallari ile ylksek dereceda
birlesir, buna gére de hemodializ effektiv deyil.

Buraxilis formasi
10 tablet Al/Al blisterds. 3 blister iclik varage ile
birlikds karton qutuya qablasdirilir.

Saxlanma soraiti




OTO nekapCTBEHHOE CpPeAcTBO  He
creumarnbHbIX YCIOBUN XPaHEHWS.
XpaHUTb B MecTax, HeJOCTYMNHbIX AN AeTen.

Tpebyet

CpoK rogHocTH

5 ropa.

He wucnonb3oBaTtb
rOAHOCTW.

nocne wUcTte4vyeHna CpokKa

YcnoBus oTnycka u3 anTtek
Mo peuenTty Bpaya.

MpousBoautenb

Genericon Pharma Gesellschaft m.b.H.
A-8054, pau, ABcTpus

E-mail: genericon@genericon.at

OKCKIMIO3MBHBI ANCTPUOLIOTOP B
AsepbangxaHe:
«TETPAOA» NTA.

AZ1102, ynuua 20AHBap4, 14;
AsepbangxaH

Ten.: (+994 12) 431-59-24, 431-05-
41

dakc: (+994 12) 430-80-51

E-mail: info@tetrada-az.com
www.tetrada-az.com

This medicinal product does not require any special
storage conditions.
Keep out of the sight and reach of children.

Shelf life
5 years.
Do not use after the expiry date.

Pharmacy purchasing terms
On prescription.

Manufacturer

Genericon Pharma Gesellschaft m.b.H.
A-8054, Graz, Austria

E-mail: genericon@genericon.at

Official distributor in Azerbaijan
«TETRADA» LTD.

AZ1102; 14, 20th January street,
Baku, Azerbaijan

Tel.: (+994 12) 431-59-24, 431-05-
41

Fax: (+994 12) 430-80-51

E-mail: info@tetrada-az.com
www.tetrada-az.com

Bu darman vasitesi xilsusi saxlanma seraiti talab
etmir.
Usaglarin ali gatmayan yerds saxlamagq lazimdir.

Yararlliq middati

5il.

Yararlilig middati bitdikden sonra istifade etmak
olmaz.

Aptekdan buraxilma sorti
Resept asasinda buraxilir.

istehsalci

Genericon Pharma Gesellschaft m.b.H.
A-8054, Qras, Avstriya

E-mail: genericon@genericon.at

Azarbaycanda resmi distribyutor
«TETRADA» MMC - dir.

AZ1102, 20Yanvar kigesi, 14;
Baki, Azarbaycan

Tel.:(+994 12) 431-59-24, 431-05-
41

Faks: (+994 12) 430-80-51
E-mail: info@tetrada-az.com
www.tetrada-az.com




