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1.2 Product Information
1.12.1 Sammary of Product Characteristics (SmPC)

1. Name of the medicinal produoct

Cmeprazole hyphilized powder for mjection $0mg

2. Qualitatrve and guantitative compoation

Each wial confains 44 .63mg (equivalent to 40mg of omeprazale)
3. Pharmacentical form

Powder for solution for injection or infuston

White or almost white powder.

4. Climical particulars

4.1 Therapentic indications

Omeprazele for intravenous use is indicated as an alternative to oral therapy for the following
indications ie.

Adults

* Treament of duedenal nlcers

» Prevention of relapze of duoodenal ulcers

* Treatment of gastric ulcers

* Prevention of relapse of gastric uwlcers

* In combination with appropriate antibiodcs, Helicobacter pylon (H. pylori) eradication in
pepiic ulcer disease

* Treament of WSAID-azsociated pastric and duodenal ulcers

» Prevention of N5 AID-associated gasiric and duodenal ulcers in patients at risk

* Treament of reflux oesophagitis

* Long-term managzement of patients with healed reflux oesophagmiz

* Treament of symptomatic gastro-gesophazeal reflux diseaszs

* Treatment of Zollinger-Ellison syndroms

4.1 Posology and method of adminkstraton

Pozalgy
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Alternative to oral therapy

In patients where the use of oral medicinal products is mappropriate, Omeprazole IV 40 mg
once daily is recommended. In patents with Zollinger-Ellison Syndrome the recommended
mitial dose of Omeprazole given intravenously 1= §0 mg daily. Higher daily doses may be
required and the dose should be adjusted mdrvidually. When doses exceed 50 mg daily, the dose
should be divided and given tence daily.

Omeprazoede 15 to be admmistered in an intravenous infusion for 20-30 mimates.

For mstroctions on reconstifofion of the product before administration, see sechon §.4.
Special populations

Impaired renal function

Diose adjustment is not needed in patients with impairad renal function (see secton 5.2).

In patients with impaired hepatic function a daily dese of 10-20 me may be sufficient (see
section 5.2

Elderly (> 65 years old)

Diose adjustment is not needed in the elderly (see section 3.2).

Paediatric patients

Thers is limited experience with Omeprazole for inravenous use m children.
Method of adminisration

Cmeprazole for miTavenous is to b administarsd m an intravenous infusion for 20-30 mimites.
After reconstitation the selution is colouriess, clear, practically fee from visible particles.

4.1 Contramdications

Hypersensitivity to omeprazale, substinited benrimidazoles or to aoy of the excipients.
Cmeprazole like other proton pump mhibsters (PPLs) should ot be used concomitantty with
nelfinavir (see section 4.5).

4.4 Special warning: and precauntions for nse

In the presence of any alarm symiptoms (e.z. sienificant unintenfional weizht loss, recurrent
vomitng, dysphagia, hasmatemesis or melena) and when gastric ulcer is suspected or pressnt,

malirrancy should be excloded. as treatment may alleviate symptoms and delay diagnosis.
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Co-administration of atazanavir with proton pump inhibitors is not recommended (s saction
4.5). K the combinaton of atazanavir with a proton pump inhibitor 15 judzed unavosdable, closs
climical monitoring (e g vins load) is recommended in combination with an increase in the dose
of atazanavir to 200 mg with 100 mg of ntonavir, emeprazole 10 me should not be exceeded.
Cmeprazole, as all acid-blocking medicinal products, may reduce the absorption of vitamin
B1l (cyanocobalamin) dus to hypo- ar achlorhydria. This should be considered in patients with
reduced body stares or risk factors for reduced vitamin B12 absorption on long-term therapry.
Cmeprazole is a CYPIC19 immhibitor. When starting or ending treatment with omeprazole, the
potential for interactions with medicinal products metabalised throngh CYP2AC19 shonld be
considered. An interaction is observed betwesn clopidogrel and omeprazels (see section 4.3).
The clinical relevance of this mieracton is uncertam As 3 precaufion, CODComitant wse af
omeprazole and clopidogre] should be discouragsd.

Treatment with proton pump inhibitors may kead to shighfly mcreased risk of gastroiotestinal
mfections such as Salmonellaand Campylobacter (see section 5.1).

Severs hypomarnesaemia has been reported in patients treated with proton pump inkibitors like
omeprazole for ar least three months, and n moest cases for a year. Serions manifestations of
bypomapnesayemia such as fatigue, tetany, delirium. consulsions, dizziness and venfricular
arrhrythmia can eoour bt they may begin insidiously and be overlooked. In most affected
patients, bypomagnesasmia improved affer magnesiom replacement and discontimiation of the
profon pump inhibiter.

For patents expected to be on prolonged treatment or who take proton pump inhibiters with
dizoxm or medicinal products that may cause hypomagnesaemia (e.g., dmretics), health care
professionals should consider measuring magnesiam levels before sfarting proton pump
inkibiter treatment and periedically during meatment.

Proton pump mhibiters, especially if used in high doses and owver long durations (=1 year), may
modesthy mcrease the sk of kip, wrist and spine frachure, predominantly in the eldsrly or in
presznce of oter recogmised risk factors. Observadonal stadies suggest that profon pump
mhibitors may increase the everall nisk of frachare by 10—40%:. Some of this increase may be
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due to other sk factors. Patients at risk of osteoporosis should recemve cars according to current
climical pdelines and they should bave an adequate infake of vitamin D and calciom
Subacute cufneouns hpus erythematosus (SCLE)

Proton pump mhibitors are associated with wery infrequent cases of SCLE. If lesions ocour,
especially in sun-exposed areas of the skin, and if accompaniad by arthralgia, the patient should
seek medical belp promptly and the health care professional should consider stoppmg
omeprazole for miravenous. SCLE after previous treatment with a proton pump mhibitor may
mcrease the risk of SCLE with other proton pump mbibitors.

Interference with labomatory tests

Increased Chromogranim A (CgA) level may mferfere with imvestizations for neuroendocrine

rumours. To aveid this inferference, omeprazale for nravenouws reament shoald be stopped for
ar l=ast 5 days before CzA measorements (see section 3.1). If CgA and gasmin levels have not
refurned to reference range after inftial measurement, measursments should be repeated 14 days
after ceszation of profon pump inhibitor reatment.

Asin all long-term freatments, especially when exceeding a treatment peniod of 1 year, pabients
should be kept under regular surveillance.

4.5 Interaction with other medicinal produocts and other forms of interaction

Effects of omeprazole on the pharmacokinetics of other active substances

Active substances with pH dependent absorption

The decreased intragastric acidity during treatment with omeprazols might increase or decrease
the absorpoon of active substances with a gasmic pH dependent absorption.

Nelfmavir, atazanair

The plasma levels of nelfmavir and atazanavir are decreasad in case of co-administration with
QIEpTATOlE.

Concomitant administraten of omeprazels with nelfinavir 1= contraindicated (see section 4.3).
Co-administraton of omeprazole (20 mz cnce daily) reduced mean pelfinavir exposare by ca
40%5 and the mean exposure of the pharmacologically active metabolite ME was reduced by ca.
75-90%;. The mteraction may also myelve CYPIC19 inhibition

Shanxi Zhonshao Shusuang Pharmacentical Co., Lid.
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Concomitant administraton of omeprazole with atazanavir is not recommended (322 saciion
4.4).

Concomitant administratson of omeprazole (40 mg once daily) and atazanavir 300 mg/mtonavir
100 mz o healthy woluntsers resulted in a 75% decrsase of the atazanavir exposure. Increasms
the atazanavir doss to 40 me did not compensate for the impact of emeprazole on atazanavir
exposure. The co-admmistration of omeprazole (10 mg once daily) with atazanawir 40
mz/mitonavir 100 me to healthy vohmeesrs resalited in a decreass of approximately 30°¢ in the
AMAZANIVIT exposure a5 compared t0 atazanavir 300 mg monavir 100 mg once daily.

~lzen

Concomitant reytment with omeprazole (20 mg daily) and digowin in healthy subjects
mcreased the bicavaiability of digoxin by 10%. Digomn toxicity has been rarely reported.
Howewer caution should be exercized when omeprazole is given at high doses in elderly patients.
Therapeutic drug monitoring of direwin sheuld then be reinfarced.

Clopidogrel

In a crossover climcal stady, clopideere] (300 mg loading dose followed by 73 mg/day) alone
and with omeprazole (30 mg at the same tme as clopidogTel) wers administered for 5 days. The
exposure to the active metabelite of clopidosTel was decreased by 46% (Day 1) and 42% (Day 5)
when clopidogrz] and omeprazole were admmistered together. Mean inhibition of platalst
agpreraton (IFA) was diminished by 47% (24 hours) and 30%; (Day 5) when clopidogrel and
omeprazole were administered together. In another study it was shown that administenny
clopidogrel and omeprazele at different times did not prevent their interaction that is likely to be
driven by the inkibitory effect of omeprazole on CYP2C 19, Inconsiztent data on the climical
mplications of this PEUPD interaction n terms of major cardiovascular events have been
reported from observatonal and clinical studies.

Oriher active substances

The absorption of posaconazole, erlotinib, ketoconazel and iraconazol is significantly redoced
and thuws clinical efficacy may be impaired For posaconazol and erlotmib concomitant use
should be avoided

Active substancss metabolized by CYP2C19

Shanxi Fhonzbao Shusuang Pharmaceutical Co., Lid.
No 1, Kangle 5t , Ci County, Jingheng City, Shanxi Province, PR of China
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Omeprazole 15 a moderate inhibitor of CYP2C 18, the major omeprazole metabolising enryme.
Thus, the metabolism of concomitant active substances also metabolised by CYPIC19, may be
decreasad and the systemic exposure to these substances mereased. Examples of such medicinal
products are B-warfarin and other vitamin E antagenisis, cilostazol, diazepam and phemytodn.
Cilostazol

Omeprazole, Ziven in doses of 20 mg to healthry subjects in a cross-over study, increased
Cmax and AUC for clestazel by 18%: and 26%: respectively, and one of ifs active mefabolites
by 20%: and &§0%: respectively.

Phenytom

Monitonng phenyvioin plasma concentration is recommended dormg the first two wesks affer
Imitiating omeprazols reatment and, if a phenytoin dose adjustment is made, monitoring and a
further dose adjustment should eccur upon ending cmeprazole treatment.

Unknown mechanizm

Saquiravir

Concomitant adminisoraton of omeprazole with saquinavin ritonavir resuked m increassad
plasma levels up to approximately 70%: for saquinavir associated with good tolerabiity in
HIV-infected patients.

Tacrolmus

Concomitant adminisoaton of omeprazole has been reparted to increase the serum levels of
tacrolimus. A reinforced monitoring of tacrolimus concenirations as well as renal funchion
(creatinine clearance] should be performed, and dosage of tacrolims adjusted if needed.
Effects of other active substances on the pharmacokinetics of omeprazole

Inhibitars of CYPAC19 and'or CYP3A4

Since omeprazale is metabelised by CYP2C19 and CYPIAL, achive substances known to
mhibit CYP2C19 or CYP3A4 (such as clanthromycin and voericonazole) may lead to mcreased

omeprazole serum levels by decreasing omeprazale's ate of metabolism Concomitant
vericonazole treatment resulted in more than doubling of the omeprazole exposure. As high

doses of omeprazale have been well-tolerated adjustment of the emeprazole doss is not

Shanxi Zhongbao Shusuang Pharmaceuatical Co., Ltd.
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gensrally requirsd Howewer, dose adjustment should be considered in patients with severe
hepatic impairment and if long-term ireatment is mdicated

Indurers of CYP2C19 andior CYP3IA4

Active substances known to mnduce CYP2C19 or CYP3A4 or both (such as nfampicin and 5S¢
Jobm's wort) may kead to decreased omeprazole semm lewvels by moreasing omeprazole’s rate of
metabolism.

4.6 Prezgnancy and lactation

Fesults from three prospective epidemuiological stadies (more than 100 exposed outcomes)
mdicate no adverse evenis of omeprazole on pregoancy of on the health of the foetus/newbom
child. Omeprazole can be used during pregnancy.

Omeprazele is excrated in breast milk bt &5 not 1ikely to influence the child when therapeutic
doses are used

4.7 Effects on ability to drive and ose machines

Cmeprazode is not lkely to affect the abilify to drove or use machines. Adverse rsactions such as
dizziness and visual disharbances may ocour (se= section 4.8). If affected, patents should not
drive or operate machinery.

4.8 Undesirable effects

Summary of the safety profile

The most common adverse events (1-10% of patients) ars headache, abdominal pain,
constipation, diarrhoea, flatulence and nansea'vomutms.

Tabulated Gst of adverse reactions

The following adverse reactions have been identified or suspectad in the clinical trals
programme for omeprazale and post-marketing. None was found to be dose-related Adverse
reactions listed below are classified according fo frequency and System Organ Class (300,
Frequency categories are defined according to the following coovention: Very common (=1/107,
Commen (1/100 to <1/10), Uncommeon (=1/1 K to <1/100), Rare (=1/10,000 to <1/1,000),
Very rare (<-1/10,00{), Not known (canmot be estimated from the available data).

SOC frequency Adverse reaction

Shanxi Zhongbao Shuguang Pharmaceutical Co., Lid.
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Blood and Iymphatic system diserders

Rare: Leukopenia, thromboecytopenia

Very rare: Apranulocyiosis, pancytopenia

Immune system disorders

Rare: Hypersensimaty reactions e.z. fever, angroedema and anaphylactic
reaction/shack

Metabolism and poirition disorders

Rare: Hyponatraemia

Very rare: Hypomagmesasmia (52e section 4.4).

Psychiatric disorders

Uncommen: Inzommia

Pars: Agitaton, confusion, depresskon

Very rare: Ageression. hallucmations

Commen: Headache

Uncommon: Dizziness, paraesthesia, somnolence
Rare: Taste disturbance

Eye disordsrs

Rare: Bharred vision

Shanxi Zhongbao Shuguang Pharmaceatical Co., Lid.
Mo 1. Kangle 5t Qi County, Jinzhong City, Shanxd Province, PR of China
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Ear and labyrinth disorders

Uncommen:

Vertigo

Rare: Bronchospasm

Gastrointestinal disorders

Commaon: Abdominal pain, constipation, diarrhosa, flatalence,
naused vomutne. fundic gland pelyps (benign)

Rare: Dy mouth, stomatitis, gastrointestinal candsdiasis, micrescopic
calis

Hepatobiliary disarders

Uncommeon: Increased liver enzymes

Rare: Hepatitis with or without jaundice

Very rare: ];Epaﬁ:ﬂﬂmm:@hﬂmathjrtupaﬁmtgmmm

diseass

Uncommaon: Dermatitis, proritus, rash, unticaria

Rare: Aloperia, photosensitiviy

Very rare: Erythema multiforms, Stevens-Jobmson syndroms, toxic epidermal
necralysis (TEX)

ot known- Subacute cutaneous hupus erythematosas (see secton 2.4)

Muzonloskeletal and connective tissue disorders

Shanxi Zhongbao Shusuang Pharmaceutical Co., Lid.
Mo 1, Kangle St Qi County, Jinzhong City, Shanxi Province, PR of China
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Uncommeon: Fractare of the hip, wrist or spine (see section 4.4)
Rare: Arthralma, myalma
Very rare: Muscular weakness

Pare: Interstitial nephritis

Beproductve system and breast disordars

Very rare: Gymascomasta

reneral disorders and adminsstration site condifions

Uncommon: Malaize, peripheral oedema

Fare: Increased sweatdng

Irreversible visual impairment has been reparted in isolated cases of critically il patients who
have received omeprazels Intravenous njection, especially af kigh doses, bat no cansal
relationship has been established.

Beporting of suspected adverse reactions

Peporting suspected adverse reactions affer authonsation of the madicinal prodoct is imvportant.
It allows contimied monitering of the benefit'risk balance of the medicinal prodwct. Healthcare
professionals are asked fo report aoy suspected adverse reactions via the Yellow Card Scheme
(www mhra gov ok yvelowcard).

4.9 Overdoze

Thers is limited information availabls on the efects of overdose: of omeprazols in bumans. In
the Iiterature, doses of up to 350 mg have been described, and occasional reports have been
received when singls oral doses have reached up to 2,200 mz emeprazale (120 fimes the wsual
recommendsd clmical dose). Wansea, vomiting, dizzmess, abdominal pain, diarrhoea and

Shanxi Zhongbao Shuguang Pharmacentical Co., Lid.
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headache have been reported. Also apathy, depression and confiasion have been descrbed
single cases.

The symptoms described have besn transient, and no senows owtcome has been reported. The
rate of elimination was unchanged (first order kinstics) with increased doses. Treatment, if
needed. 1s symptomatic.

Infravenous doses of up to 270 me oo a single day and up to §30 me over a three-day period
have been given m clinical tnals withouat any dose-related adverse reactions.

5. Pharmacological propertes
5.1 Pharmacodynamic properties

Pharmacotherapeutic group: Dimugs for ackd related disorders, Proton pump mhibitors, ATC
code: AD2B C01

Mechamism of action

Omeprazole, a racemic mixhure of two enantiomers reduces gastric acid secretion through a
highly targeted mechanizm of action. It is a specific inhibitor of the acid pump in the panetal
cell. I is rapidly acting and provides contrel through reversible inhibition of gastric acid
secretion with once-daily desins.

Omeprazole is a weak base and is concentrated and converted to the active form mn the highly
ackdic environment of the infracellular canaliculi within the panetal cell whers i inhibats the
enryme H+, E--ATPase - the acid pump. This effect oo the final step of the gastnc acid
formation process is dose-dependent and provdes for highly effective inhibition of both basal
acid secretion and stimulated acid secretion. imespective of stimulus.

Pharmacodynamic efects

All phammacodynamic effects observed can be explained by the effect of omeprazols on acid
secretion

Effect on zastnic acid secretion

Infravenous emeprazole produces a dose dependent mhibitton of gastric acid secretion m
bumans. In order to immediately achieve a similar reduction of miragastric acidsty as after
repeated dosing with 20 mg arally, a first dose of 40 mg intravenously is recommendsd. This

Shanxi Zhonzbao Shusiang Pharmacentical Co., Ltd.
No 1, Kangle 5t Qi County, Jinzhonz City, Shanxi Province, PR of China
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results in an immediate decreass in miragastnc ackdity and a mean decrease owver 14 houars of
approximaiely 90°: for both IV mjection and IV mfosion.

The inhibition of acid secretion is related to the area under the plasma conceniration-tme curve
(AUC) of omeprazole and not to the achaal plasma concentration at a given fims.

No tachyphylads has been observed during treatment with omeprazole.

Effect on H. pyleri

H. pylori is associated with peptic wlcer disease, including duodenal and gastric uicer diseass. H.
pylor is a major factor in the development of gastritis. H. pylori together with gastmic acid are
major factors m the development of peptic ulcer disease. H pylori is a major factor m the
development of atrophic gastriis which is associated with an increased nisk of developing
EASIIC CADCET.

Eradicadon of H pylor with emeprazale and antimdcrobials is associated with high rates of
healing and long-term remission of pephic ulcers.

Orther effects related to acid mhubition

Cruring long-term treatment gasiric glandular cysts have been reported n a somewhat mcreased
frequency. These changes are a physiological consequence of pronounced mhibiton of acid
seCretion, are benizn and appsar to be reversibls.

Decreased gastric acidity due to any means mcluding proton pump inhibitors, increases gastnic
counts of bacteria normally present in the gastrointestinal tract. Treatment with acid-reducimg
medicinal products may lead to slightly increased risk of gastromtestmal mfections such

as Salmonella and Campyvlobacter.

During freatment with antisecretory medicinal produacts, serum gastmn increases in response o
the decreased acid secretion. Also CeA increases due to decreased gastmc acidity. The meoreased
CgA level may mreerfere with Investizations for neureendocnne tamours. Available published
evidence suzpests that proton pump mhibiters should be discontmued between 5 days and 2
weeks prior to CgA measurements. This is to allow CzA levels that mizht be spunously
elevated following PPI treatment to refurn to reference range.

5.1 Pharmacokinefic properties
shamxi Zhonsbao Shusuang Pharmacenatical Co., Lid.

No 1, Kangle 5t Qi County, Jinzhongz City, Shanxi Province, PR of China
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Dristribution

The apparent volume of distribution n healthy subjects is approximately 0.3 1k g body weight.
Omeprazoele 15 87% plasma protem bound.

Memabaolizm-

Cmeprazode 1= completely metabalised by the cytechrome P25) system (CYP). The major part
of its metabolism is dependent on the polymorphically expressed CYPIC19, responsible for the
formation of hydroxyomeprazole, the major metabolite m plasma. The remaming part is
dependent on another specific isoform, CYP3A4, responsible for the formation of omeprazols
swiphone As a consequence of kigh affimty of omeprazole o CYP2C108, there i a potential for
competitve inhibiton and metabolic droz-dmg interactons with ether substrates for CYP2C19.
However, due to low afimity to CYP3A4, omeprazole has no potential to mbdbit the metabolism
of other CYP3A4 substrates. In addition. omeprazale lacks an inhibitory effect oo the main
CYP enzymes.

Approximately 3% of the Caucasian population and 1 5-20%: of Asian populadens lack a
fmctional CYP2C10 enzyme and are called poor metabolisers. In such individuals the
metabolism of cmeprazals is probably mainly catalysad by CYP3A4. After repeated once-daily
adminsstration of 20 mz omeprazole, the mean ATUC was 5 to 10 times higher in poor
metabolisers than in subjects having a fimctiomal CYP2C10 enzyme (extensive metabolizars).
Mean peak plasma concentrations were also higher, by 3 to 5 times. These findings have no
maplications for the pesology of ameprazole.

Excretion

Total plasma clearance is about 30-40 U'h after a sinple dose. The plasma elimimation half-lifs of
omeprazole is usually shorter than ope hour both after single and repeated once-daily dosms.
Omeprazele 15 completely eliminated from plasma betwesn doses with no tendency for
accunmilation durmg ence-daily admmistraton. Almaost B0%: of a dose of omeprazale
excreted as metabolites in the urine, the remainder in the faeces, primarily onginating from bile
secrefion

Linsartty/mon-linsarsy

Shanxi Zhongbao Shusuang Pharmaceutical Co., Ltd.
Mo 1, Eangle 5t , Qi County, Jmzrhons City, Shanxi Province, PR of China
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The AUC of omeprazele increasss with repeated admmistration. This increase is
dose-dependent and results in a non-linear dose- AT relationship after repeated adminiztration.
This time- and dose-dependency &5 due to a decrease of first pass metabolism and systemic
clearance probably caused by an inhibition of the CYP2C19 enzyme by omeprazols and'or its
metabolites (e.g. the sulphone).

No metabolite has been found to have any effect on gastric acid secrefion.

Special populations

The metabolizm of omeprazole in patients with liver dysfunction is mmpaired, resulfing in an
mcreased AUC. Omeprazels has not shown any tendsncy to accumvalate with once-daily
dosing.

Impaired remal finction

The pharmacokinetics of omeprazols, mchiding systemic hioavailability and elimination rate,
are unchangzed in patients with reduced renal function.

Elderly

The metabolism rate of omeprazole is somewhat reduced in elderhy subjects (73-79 years of
aze).

5.3 Prechimical safety data

Gastric ECL-cell hyperplasia and carcinoids have besn observed in life-long studies in rats
reated with omeprazole. These changes are the result of sustained hypergasminaemea secondary
to acid inhubibion. Similar indings have been made after treatment with Hl-recepior antagomists,
profon pump inhibiters and after partial fundectomy. Thus, these changes are not from a direct
effect of any individual active substance.

6. Pharmacentical particolars

6.1 List of excipients

Cispdrum edetate

Water for injection

6.1 Incompatibilities

Shanxi Zhongbao Shusuang Pharmaceutical Co., Lid.
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Cmeprazole powder for solufion for infusten should not be mixed with other mediciral products
than those mentoned m section §.6.
6.3 Shelf Life

3 years

Peconstifuted solution: Chemical and physical in-use stability has been demonstrated for 12
biours when dissalved m NaCl 0.9%; solubion and for & hours in 3% glucose when reconstituted
under contralled assptic conditions and stored below 23°C.

Chemical and ploysical in-nse stability has also been demonstrated for 24 howrs at 2-2°C in bath
NaCl 0.0% solurtion and 5% glocose

From a microbiological peint of view, the product shounld be usad immeadiately.

If pot used mmediately, in-use siorage times and condirons preor to use are the responsibilicy of
the user and would normally not be longer than 24 hours at 2 o § °C, unless reconstshiton has
taken place in confrolled and aseptic conditons.

6.4 Special precantion: for storage

Do not store above 30°C, keep the confainer m the outer cartomn.

Storage condrtbions after reconstitution:

Do not store above 30 °C.

For storape conditions after dilofion of the medicinal product.

§.5 Natore and contents of contaimer

1 vial+ lampoule of solventbox.

6.6 Special precantions for disposal and other handhngs

The entire contents of each vial s to be dissolved in approximately 5 ml and then mmediately
dituted to 100 ml Sodnmm chleride @ mz’mi {0.9%:) solotion for infusion or glorese 50 mziml
(5% solution for infosion st be used. The stability of omeprazole i= influenced by the pH of
the sehrtion for infusion, which is why no other solvent or guantities should be nsed for difornon.
Preparaton

1. With a syringe draw 5 ml of infosion solution from the 10 ml infosion bottle or bag.

2. Add this volumes to the vial with the freeze-dned omeprazole, mix thoroughly making sure all

omeprazole is dissolved.
Shanxi Fhongbao Shusuang Pharmacentical Co., Lid.
Mo l, Eangle St Qo County, Jinzhons City, Shanx Province, PE. of China
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MODULE 1: ADMINISTEATIVE INFORMATION AND PRESCRIBING INFORMATION
Omeprazole yphilized powder for injecton 40 me

3. Draw the omeprazole solution back imto the syringe.

4. Transfer the solution nto the mnfosion bag or bottle.

5. Fepeat steps 1-2 to make sure all omeprazole is ransferred from the vial intoe the infosion bag
or bottle.

Alternative preparation for infusions in flexible containers

1. Usz a double-ended transfer needle and aitach to the mjection membrane of the infusion bag.
Connect the other needlz-end from the vial with fTeeze-dried omeprazole.

1. Dissolve the omeprazole substance by pumping the infusion sohmion back and forward
between the infosion bag and the vial.

3. Make sure all omeprazols is dissolved

The solution for infusion & to be administered in an mtravenous infosion for 20-30 mirmtes.
After reconstrbotion the sehutson 15 colourless, clear, practically free from wvisible particles.
Any unased prodoct or waste matersal should be disposed of in accordance with local
requirements.

7. APPLICANTMANTUFACTURER

Applicant name: RICWOS PHARMA NIGERTA LIMITED

Address: 101, Adetola Street, Agnda Surulere Lagos.

Shanxi Zhonzbao Shuguang Pharmacentical Co., Lid.
No 1. Kangle 5t (i County, Jinzhons City, Shanxi Province, PR of China
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