
LANCAP DEC 

SCHEIIJNGSTAI1JS 

1. NAME OF 1W MEDICIIE 
LANCAP DEC15 mg capsules 

4BthideaiabIe effects 
& Th doted list of ad emactions 

System Organ Clans Frequency SIde effects 

Infecilenu mid Less frequent Casdidiasie, flu syndrome, infection 
liduetatimm 

t OUALITATIh AND (BJANIITATIVE COMPOSItiON Neeplamnn benign Less frequent Cardnoma, laryngeal neoptoai sldn 
Each capsule contains laosoprazota 15 mg and mnignant carcinoma gastric nodules, fondic prdypo 
Each capsule contains sugar (sucrose 16,55 mg, sugar spheres 70,1) mg ncl cysts ned 
For the toll Hot of excipients, see section 6.1 p5Iyp5) ___________ _____________________________ 

a PHARMACEUTiCAl. RIRM Blued and lyerphatic Less frequent thmmbocytopaeni aJlaemi 
Gaefro,eutstast capsules, hard. system diserders leukopsenta, neuHopenta, eoslnophili 
LMCJiP OTC capoutoesmwlitielmd-brnwinieh (body: whfie, cap: red-bmwnloh) capsules agranulocytoelo, pancytopen 
fited with white to light brown or sIghtly pink coloured pelleta ___________ ________ haeinolyeis, Mophadenoputhy 

4 1JNICALPAR11CILARS Immimesystem Less frequent Jlerqic section, bmnchospaarn, 
41 Therapeutic ilelcatisea fluerdees soginedema, soaphlsotv, soophytactic 
LANCAP OTC Ic indicated in aduts forthe temporary short-who reletot hearthum sad slioclç scale interstitial nephritis 
hypersoldity. 

Biducehie diserdeus Less frequent Drebetes mellthie, goiho, hypethyroldism 
2 Pneelegy and meihed nfadniiniatraliun 

Peaelegy Metabelimn and Less frequent Avitaminnuts, dehydration, gout, 
LMJCOP OlCahoeld prsfersh be taken before o meaL netitliir. dieerdern hypeiglcoemialqueglycsemta, 
The matemum daly dose Lv 15mg mice daly fore matemum of 14 dsya petipherat sedems, weight gsirvloss, 

Special pepulalieee anorexia 

Eldeihy Reqoency hypemagneneemia: sovem 
No dose adjushnent Lv necessary. However, 15mg per day is the meidmum daly dose. ssrlorownr hypomagnesaemto coo corretote with 
Renal impairment hypocalcaemia and may reouti in 
No doss adjustment Lv necessary in renal tstiuro-lbio sloe applies to patients ocr dialysis. ____________ ________ 

ttrP0keanmis 

Paedlatulcpopidatlen Psychiatiicdisordern Less frequent Ahnonnsldrnamn,sgfstioe, 
LANCJcP OTC is not indicated for use in children 00 ctnical data Lv liretiad. amneres, onutety, spotty, conhuslor, 

Methud efadminislratien 
depemnnolnsfioe, depresuton, emotioral 
lahility haflocinatiore, hostility sggrsosted, 

LANCaP OTC should be taken at least 30 minufee before a med (see section 5.2). libido do dincreased, nervousness, 
Capsules shouts be owalowed whole with liquid, sleep dborder, dementia, scorned, 
For patients with difflcottyswslnwin the capsules maybe emptied, bet the contents i000mnis 
may not be chewed or greonri 

Nereeuu syntein Frequent Headache, dkeinees 
tiResed deee: leerdern 
Medical prectitioeers should advise patients who forget to take LZrNC.eP 010 to take a Less frequent Convuloion, diptopty hemiplegia, 
dose as anon as possible sod then continue with the normal dose. Petients should outtake hyPoestheaty hypeddneaty hyperfonis, 
a double dose to compensate forthe mianed psraesthesia. restlessness, thintong 

abnonnalty somnolence, paroemis, 
UCentraiedloalioea humor, vertigo 
• hypersenstivtiyto lsosoprszthe orto soy of lire ingredients of LIrNCAP OTC 
• pregosocy and lactation Eye diae,de,s Less frequent Abeonnut anton, smbly'opis, blepharitis, 
• severe bepatic impainnent blunvd stake, cataract, conjunctivitis, 
• LANC/IP OTC is ceotsatodicated with ataza000ir or neltnuoir, as tisubatsotialy reduces dry eyes, eye pain, photophobia, retinal 

expesure to the human immunodefidencyvinis (tity pestease inhibitor (see section degeneration, visLut fleet defect, visual 
4.4). _______________ ___________ disturbasces 

SpecIaI warrdegs and precautlene fur cm. Ear and isbyttith Less frequent Dustless, ear disorder, otitis media, 
Safety and efficacy In children: leerdern tinnfris 
Safety and efficacy in chldmn have not been eatabtehed. 

Canelacitiserdera Less frequent Mgins,dynrtythmbredycordty Dlagnenle of reflex eenephagltlei myocarthal infarction, polpHationa, 
Disgnostsof reflux oesophagtiia shouts be cant inned byendoocopy. shock(circolstorykelorvt,tochyconfty 
Esdualun of malignant ulceinc _________ _______ cardloaPasm 
Treahnent with LARCH? OIC may sleviafe the symptoms of maligned ulcers sod can 

Vancular diseiders Less frequent Vasodla600, cerebroaascularacctsestl detoy disgnooLaltrernfore, in the presence of symptoms such as, dgniticant unintentional 
cerebral infarction, hypertendool weight len, rncorrent oomffng, dysphago, haematemesa, or metseno, sod when gastric 

ulcer is suspected or present, the possibility of ms)grmncy of ganhtc ulcer sm malignant _____________ _________ 

byp0te05kn, migralne, aynrcepe 
th000se of the nesephagus should be exctoded prior to hoahnent with LARCH? OTC. Reepbater thmacIc Less frequent AsIJims, brorchffs, cough increased, 
Oeeuanence ef acute iuteestitial uep1a1115 and medlastinal dyspnoea. eptetado, beemoptysis, 
Acute interstitial nephritis tins been observed in patients fa!dng pmton pump inhibitors leerdern hiccough, laryngeal neoplavis, pharyngtis, 
Qtls(, induding LN1CAl' DTC.Acnte interstitial nephnttis may occor at any point during pleural disorder, pneumonis, respiratory 
tirerspy and is genersly attributed to sociopathic byperaensitiotiy reaction. Discontinue disorder, upper respiratory inflammation' 
LlcNCiPitlCfacoteintemnfttist nephritis develops (see section 43) infectlOn,dhinitis,5i0051h5,5h1d0r, 

_____________ __________ pornando 
Veuisbseiytien: 
Daly treahnentwHh acts-suppresalog medicines such as LARCH? OTC were long period Caaliminteathml Frsqoeot D'anhoea, dry moeth or throat, names, 
of time (e.g. loogertiaro 3 years) may lead te malabsorptioe of cysoocobalamin (vitamin elnerdera vomiting, constipation, abdominal pain, 
B12) cauoed by typo- oradilorirydda Cyanocobalarnin defidency occurring with acts- flatulence 
suppressing therapy has been reported. This diagnosis shouts be cenatsered if dinical 
symptoms consistent with cyanocobalamin defldenriy are observed. Less frequent Jrbnonnai steed, asoresty bezoar, 
Proton pump inhibtioro such as LARCH? OTC have also been reported to impair cholelithiasis, coltia, dyspepalo, 
the bioaoalabiltiy of dietary ofumin C. Fat malabsorptioe (secoedaryte increased dysphagia, enteritis, emuctation, laecai 
decoojugation at bte acids caused by bacterial overgrowth in the jejuoum) was reperted dbaotoorvtion, gastric nodolesttondc 
when patients were treated with proton pump inhibitors audi as LANCAP OTC. Pmton gtasd palypo, gavhtts, ganhoentenitis, 
pomp inhibtiura such as LANCAP DIC can cause caldum malabsreption (see Bone gashnints5hnal asomaty, abdomen 
fracture), enlarged, gastrointestinal dbnrdpr 

gashnintsstinal haemomrhage, gksstis, 
Subacute cutanecres liqius enythematesus (SCLE}: gum hsemonhoge, hsemstemesn, 
Proton pump inhibtiors such as L'rNCHP 010 are associated with cases of SQE it lesiana increased appetite, increased sallostion, 
occur, espedaly in rein-exposed asnao of tile sets, sad it accempasied by arthralgia, rodeos, mouth ulceration, oesophsged 
the patient shouts seek medico] help pmmptiy and the healthcare professional should casdidiasis, oeaophageai ste005n, 
consider stopping LANCHP OIC. oesophageai aice oesophagfis, 
SCLE after previous treatment with a preton pomp inhibitor such as LANCOP OIC may scat monilasis, rectal dLvorde rectal 
increase the dakof SCLE with other pmton pomp ishibtioro. haemorrhage, stomatitis,teste 
Increaned rInk nfl Clcrstrtdlum IffIcIle aseuclated dlantieea: 5b5005ai ties, tenesmos, Thirst, tongue 
LANCAP OIC may be a505dated with so incrsssed rink of Ctoohtdium dffiiile asoodated dLsordpr ulcerative cdtis, ulcerative 
disrnlroea (CDAD).A diagnosis of COAD should be coraldered for patients ta!dng stomatitis, paocrsutitis (sometimes fotat( 
LANCAP OIC who develop diashoeathst does not etop. Symptoms moods watery stool, Requ Cdlsgenous colBa, gastric glasdutarryats 
abdominal pain, and fever, sod patients may go on to devetap more serious intestinal 
condf]orac Factem that may pmndepone as indMdual to devdoping ECHO i000de 
advanced age, certain chronic medical conditions, sod tailing bread spechum arrtibktics. Hepatebilialy Frequent Elevation in hepatic enzymes 
Treatment Ion CHAt) i000des the repiacnment of flutsa sod electrolytes and the use of leerdern 
epedal antibiotica Patients ehoald use tho loweat doee sad shortest duration of Less frequent Hepatitis, jaundice, hoer injury, 
LARCH? OIC ftiemapy appmnpdate to the coeditor being hooted. ___________ ________ 

hyporbilmombmsaumis, cholelittliasis 

Borrefiaclura Sldnand Frequent Sldnmasti,pnidtos,amticsrta 
LANCH? 010 therapy maybe associated with an increased dskforooteopemsis-related nubcutanecun finesse 
fractures of tire hip, wrist or ajane The mtekof hacture wan increased in patents who Inerdern Less frequent Acne, afapecty COntact dennatitis, dry 

receded high-dose, dof med an mattiple daly doses, sod keg-term therapy ja year or also, erythems mottiforme, lined enmpfioo, 

longer) mainly in the elderfyor in the presence of otirer recognised dakfactscn. nail thsoele den thsoele oweating, 

should use the lowest dose and shortest duration of LARCH? 010 Therapy appmpdate Stevens-Johnson ayodmme or toxic-

the ceedtion being hosted. Patients al risk tom osteoperosis-retated fractores shouts be epidesnal necmly'sty phetosenativity, 

managed according is established tneshneof guidelines sod should meceke appropriate petoch'oe, porpora, hair disorder, 

cars (see section 41)) ______ 

msculopapuisr rash 

Occeimonce of hypemagneaaeunin,bypeculcaeinia and hypekalnemisc MnecrionkeIutr4 Less frequent Aothenia, arthralgia, arthritis, back 
Severs hypoesognesnema has been spurted in patients treated with LARCH? 010 for cennectivetlemie pain, myalgis, tracture of the hip, wrist 
at least 3 months to one year hypoesognessema also produces impaired parathynots and Irene dlnerdern or spine, joint disorder, kg cramnpa, 
homrone secretion which may lead to hypocalcsemia Most patients had concomitant masculoskeletal pain, mysetirenis, neck 
hypercaicaemia nod noosol paratiryrnid hormone lends; therefore itconfmms pain, neck rigidity, peMc pain, ptosia, 
hypomagnessemis as the primary def cit Serious masfeatationa of hypomagnessemis _________ _______ 

syilsuitia, bone disorder 
such as fatigue, tetany, delirium, convuteons, diedneso sod verrhicnlsr dysdrythma cas Renal and urinary Less frequent Dysmnia,isteretitial oephritis, kdney 
occui hot may begin siowly sod be ovedsoked. In most patients affected, symptoms itinerdera calculua, tsdsey palo, polyiuia, urethral 
improved after magnesium rsptocement sod discontinLmtion of LARCH? OTC. pain, udnarytroquencry urinary tract 
For patients expected to be on prolonged trmshsestorwho take LANCAP OTC with infectioe, urinary urgency, urination 
thgosin or medicines which may came trypemagnessema (e.g. diaedic5(, teatthcare impaired, urinary retentioo 
pmnfeedonala should consider meoxonng magnesium lends hefore starting and during 
treahnentwtii LARCH? 010 (see section 4.t). Repreduclive Less frequent Ahnoona] messes, breast entargemont, 
Lassoprazote decreases gastric add secretion by targeting hydrogen (tr)+, petandum system mmd breast bresot pain, bresottondemeas, 
(l+-adenosinehiphoaphatoee (bTPasv) in acidic cendtions, bypekatoemm is not genemaly leerdern dysmenoohoeli gynsecomastia, 
introduced by LANCH? OTC alone, hot in exhvme aikatosis oman impaired K+ -recycling impotence, leucornlroes, menornlragia, 
system, LARCH? 010 may cause hypokatoema onrdsted to bypemagnesaemta menstrual disorder, penis disorder, 
Ceurceeiitaet nee with muilietresate: _________ ______ 

oagintis,teatee disorder, gslsctemrhous 
Coecemtast use of LARCH? OTC with metbotrexate (primartly at high doses) may elevate General dinordera Frequent Fatigue 
sod prolong serum leveis of methotrenate andlor Ha metabeltie, possibly leading to and adnriniatrative 
metiiotrexatetoddties. In Ngh-daoe methohaixate administsation,atompemary withdrawal Less frequent Aethenia, cheat pain, chills, lever, hsltsaio, 
of LARCH? 010 maybe cenaidemed in some patients (see section &5 _________ ______ 

malaise, sedema, palo 

Effects misted to acid ishibitien: Investigations Less frequent Hyponatrsemia, increase in cbdesterd 
During long-tons treatment, gastric glasdular cysts have been reported in increased and triglyceride levels 
trequescy.Thess,phyddqgkalcbesgporesuttrom pronounced erhibltion of qustrrc-add 
secretion. NapssdvgdrsuspecterfanCvroeenctlbn 

fiastaclnteatinal Inflectiens caimed by bacteria: Reporting suspected adverse meactiona after authoriantion of the medicine is important 
Decreased gastric acidly increasne gastric counte of bacteria nonsaly present in the It slows continued monitoring of the benefit/risk balaoce of the medicine. Heatthcsrn 
gastrointestinal tract Imestinont with LARCH? OTC may lead toss increased nskof providers ama rsqoested to report any suspected adverse dmg rsnctioroto SHIIPRA via The 
gastrointestinal infections such as SaAnrsne!ls, Canipyfubactec Shigella orC7cefsidium Med SafeIyHPP cIednafetyX SHOPRA) and eReporting pfetfosn (who-umc.omg) found on 
dffitc/ta. the SAliPRAwebsiteM email coo be sent directiy to the company, phannacovigilasceAl 

phasiredynamico.ce.z to ensure asfety of the product 
Hehceliacter pylon (It pyloi : 
In patients sutfering from gastroduodenal ulcers, the poesibilityof H. pytnv/infectior as an 49OVBtDOSE 
etiotogical factor should be considered. Sigrm and aymptemei 

The effects of overdose on isosoprazole as is LARCH? 010, is humano are sot known Effect on central urmvoimsyatenc (atthsugh the acote taxictiy is likely to be bw). However, daly doses of upto 100mg ofLARCH? OTC may lead to drowsiness and impaired concentration that maybe oggrevated larmauprazole orally and up to 1)0mg of isnsoprszole intravenously have beer administered 
by the aimotaseous intake of alcohol or other cenhsi nervous system rlepresasofa is trials witboet signf icast undesiralde effects. 
Peeaible peiphyrinegenicityr Refer to section 4.& for possible symptoms of larmoeprazols overdose. 
Lasoopraztde, as in LARCH? 0T( is possibly pomphyrinogenic and should be mused only Meeagam. ofem e: when no safer attemative 'a avatside, and precautiona shouts be considered in 59 patrents. Treatment is symptomatic and ejppnmlive. In the case of suspected warden, the patient 
Long tuna imar should be montiored. Laenpmazoia, as contained in L/rNCH? OTt, is not algoitcaslty 
Because of limhed safety data for patients on malstosaoce treatment fur losgerthas 1 e1)minatod by haemodistyala 
year, regular review of the treatment should be perfoesed in these patienta PHARMACOLOGICAL PROPBTTIES 
ColItis: lii Phannacedynandc properties 
Coffin has occurred in patients tailing iansopmazole so contained in LARCH? 010. Phassacotimemapeutic greup: Ptnten pump inhibitors. 
Therefore, in the case of severe and/sm persistent diazmtreua, discontinuation of therapy AIC code:AO2BCO3. 
should be considered. Phassacologicat clssotmcstr....A 11.4.3 Medicines acting on The gastrointestinal tract 

- other. Interference with laberatelyteeta: 
Increased ChremogmasinA (CgA) feveis may intemlero with investigations tom Mechmiinm of action 
neumendocrinehjmoumalnsvoid thin interference, LARCH? 010 treatment should be Lammeopruzole lo an inhibitor of the gastric W K'ATPase (proton pomp). lansspmazde 
stepped tomat leant 5 days bemnre CgA measuremente (see section 5.1). tCgA sod gaotrtn inhibits gastric add eecmetion in a dose rdated manner irrespective of the soumce of
lewis have not rvtumed to reference range after intial measurement, measurements stimais800. Gastric secretory hmnctions recover gradualy following dincontinoation of the 
should be repeated 14 days stem causation of pmton pomp inhibiter treatment medicine. Lammanpmazote han no effect on hintsmine, gashmn omcholiner(pc receptors, 

IriforrnaIien on excipieuils of LAIICAP OTC: li2 Pharrnacimldnelle propeiliea 
Patients with rev hereditary pmobiema such ssfmmmctose intolerance, glocose-galsctoae Almeeiptioro 
malatrsorption omsacmase-iasmattese inamff dency shoots not take LARCH? 010. Following nod adminintraion, lsrmopmazofe is well absorbed witha enutsot bisavalobilty 

of approalmately 7H %.The bioaoslnbility 'a dncmreanod if lansopmazole is taken with food. LARCH? OTC contains len than 1 mmol (0,023g( per capxmmle, that istosay essentially Peak somm concentrationn ore achieved appmalmately 1 -2 boors tolowing ingestion. 'sodium free'. 
Disblbulimc Paedialit popudahen Lassoprazole is highly protein bound (97 %). Safety and efficacy in chitsren has notyot bees established. 
Bletranafenmnatlen: 4 InteractIen wIth ether medlcbmee and other timmas of InteractIen La.ssoprazoto is extensIvely metabofised via the hopatic cytochmme P450 aystom to the Effects of LANCAP DEC en other meniclnee inactive, sulphatod metabelties-sulphone, sulphide and 5-hydrosyl-lassoprazota The Medldnee wIth p11 dependent abaenptlen: hal-Ide tom laoxoprszole is 1,4-1,5 hours. LARCH? OTC may interfere with the absorption of medicines where gastric pH a critical to

biasoailabiltiy (e.g. ampidllin esters, mn sails). Elbnlnatlen: 
The main mute of elimination is vmthe bile with 15-30 %ofla050prszole been excreted liv Medlclnuc viathe tsdoeys so the hydrosytated metaboilta has been shown that co-administration of atazarravir with preton pump inhibtiom such

as LARCH? 010 resets in a substantial reduction in the tsasvallabilityofstazsjiavtr. Phammcekinetiics in apedal patient qisaqie 
Therefore, LARCH? 010 moot not be co-administered wtii stszasavtr sod net navim (see Ekle,l 
section 43) The clearance of tansoprazole a decreased in the dderiy, with elimination haf-Ife 

Ketocermzele and incivaved spprnsimately 80 -100%. Because the mean half-life in The elderiy remalne 
between 1,9 - 2,9 hours, repeated once daily dosing does not rnsoti in accomolation The absorption of ketoconazote and Hmsconenle from the gastroistestiral tract is of taseeprazete. Peak plasma lends are not increased in the elderiythemnlore no den enhanced by the presence of gastric acts. Administration of fensoprazole, as in adjuetroent is neceenry. LARCH? 010, may meat in subtherapemrtic conceotrationeof ketoconazole and 

itraconozole aid the combination shoots be sodded. Renal impairment 
- - In patents with severe renal inremfilciency, plavma protein binding decrenen by 1,0 - Digoxix 1,5% after sdminLvtrstion of HO mg of tensoprszole. Potients with renal insufficiency hareCo-administration of LARCH? OlCsnd digordo may lead to increased digordo piasmo a shortened elimination haf-Ife sod decrensed totelAUC (hoe and beunnr).AUC for free levels. The pinsma levels of digosin should therefore be montiored, sod the dose of digsmdn Is050prazols in piasms, howevei is not retetod to the degree of renal impairment, and adjusted f necessary when instating sod ending LARCH? OlChsatrnent 0 andT.em not different from patients with hesttry tsdoeys. No dosage adjustment a 

Medicines metabeliaed bycytechmme P400 (CYP45l euzymuc necessary in patiemrts with reed impairment 
LARCH? 010 may increase pisaroa concentrations of medidses tat are metabolised 
bycytochroma P300 (CYPOA4(. Caution 'a advised when combining LARCH? OTt with HnPahc inpairmeet 

medicien which are metaboHsed by this enzyme sod hove a nannmw therapeotic wew Is palienta with oadoma degrees of chmrric hepatic disease, the mess piasma hal-Ide of
lamrooprazole ma pmknged from 1,5 hours to 3,2 hours to 7,2 hoursfiun increase is mean 

Thesphylliser area under the plasma drag concentration-time calve t,llC) of upto 550% hoe been 
LARCH? 010 reduces tire plasma concentration of Thesphyfline potentially decreasing the observed at clearly elate is hepaticaly-impaired patients compared to healthy patients. 
expected clinical effect atthe required dose. Dose reduction in patients with severs hepatic disease should therefore be cenaidemed. 
Patients may requim eddtional titration of the theophyHmne dosage when hoatelent with 
LARCH? 010 is commenced or discantisued,to ensure cHsicaliy effective hood feveis. The meanAliCof isssoprazole isHutas patients a approaimatolybeicetilatebsenved Caution is thus advised when used is cembiastion. is whites erMricas Hmericass, since the loonier population are mom likelyto have the 
Tacrulnuro CYP2C19 genotype that cerreistos with stow metabolism of preton pomp ishiblters.Thio 
Co-sdmioistration of LARCH? 010 may cause as incroase in tacrolimue (a CYP3A finding may contribute to heightened efficacy and/or toxictiy is the Miss popuistion. 
and P-glycoprntdn Q'-gp( eubotrate) plasma concentrations sod reset ins decreased t ctg poor metaliefleenno clearance. Monitoring of tecrolimux Iliasros cencootmatioso is advised when concomtaot CYP2C19 is subject to gnoetic polymorphism and 2-6% of the population, cated poor treatrnentwfli LARCH? 010 a intiated or ended. metabolsum (PMa(, are homozygoto Ion a mutant CYP2C19 allele sod therefore lacks a 
Medidneotrannpented by P-glyceprotein: functional CYP2C1O enzyme.The esposure of Lvnsopmanole a upto 5-fold higher in PMa 
La.onoprszole, so in LARCH? 0T has been observed to inhibt the transport pretein, finn in extensive metaboHsors MO). 
P-glycopmotdn )-gp( km idtnro The clinical mslevaocn of thin is unknown. 6. P CEUI1CAI. IWlulCILARS 
Effects of other medicines on LANCAP OTC 6.1 Untofexc!mienta 
Medicineawldch inhibit CfP2C1th Disodium hydregen phosphate dehydrate 
Rovexamine: Gaston capsules 
Hmsenxamine may increase the plavma concentration of laoaopmazole therefore a den Macrogol 
redaction may need to be constsemsd in patiento fatling these medetnes concomfiasty. Mare starch 
Medicines wldob induce rraci Methacmyitc acid-ethyl scmylate copolymem (1:1)30% disperston 
Enzyme inducamoatiecling CVP2C1O sod CYP3A4 such as rifamopicin, and StJohn'a Polyoombste 
wort(Ipericumsperfurahuyd can educe the jaaamna concentrations of isosoprazole in PobidntPssmnlidono 
LARCH? 010. Sodium lauryl sulphate 

Sucrose 
Othem Sugar spheres 
Wailarin: Talc 
There have been reports of increased intemational sennalised ratio (91(9 and prothmmbis Titanium dkodde. 
time is patients receMng PRo such as LARCH? OTC and wartads cescemtiastiy. lncreaseo 
is INR and pmthmmbin time may lead to abnormal bleeding and even death. Patients 62 Incempalibilitien 

treated with LANC°? OTt and warleds cencem'dastiy may seed to be montiored tom Not applicatta 

increase in INR and prothmmbms time, especially when intiating or ending coecem'ttant 6.3 Shelf life 
treatment 3 years 

Sucralflate/antadde: 6.4 Special precautions for atorage 
Thebkaval'athllyaodsbaompli000fLARCWOltmaybedncreasedwithconcomtiaunt Storeisadrypinceatorbebw25 
administration of sucmatYate/aotacids. LARCH? OTC should be taken at least 1 hour after Keep the capsules in the udgind container until required for use. 
taieog these medmcstmons. 6.5 Natmue and cnntentn nit centsimer 
Nenotenoidal mitl.lnlbanmatnrymndicinesc LARCH? 01015mg capsules are avalable in whtie HDPE botten closed wth a 
No clinically sigoitcaof interactions of LARCH? OTT with 000steroldal anti-inflamomatemy polypropylene tamper-evident cap with mounted desiccant insert containing 14 capoulea 
medici000 hare been demonstrated, although no formal interactions stmthne tore been 6.6 Special ecautlona for disponal pomfooned. No apedal requirements. 
Methofrexaha 7. HOLDER OF ThE CERI1RCATh OF REGISTRATiON Pltmmigh lansoprazsle as contained in LHNCH? 010 han been reported motto affect tire Phomsa smkn (Ply) Ltd phannacokinetico of methotrenste, concomitant use with high-dose metnotmeoste Ol5 floor, thapevine House, Steeoberg Office Park sieved sod protong aerom lends of methotroxste sod/on its metaholite, possibly leading Slvemwood Ckse to methotrensfe tosicties. Therefore, in settings where high-dose methotrenste a ends 
temporary withdrawal of LHNCH? 010 may need to te coreidered. nape Town Snuth Air/co 
46 Fertlity, piegeescy and iscitalien Id: +2721 707 7000 
Pregnancy or OH60-PHHJtMA (742762) 
LARCH? OTC iscontraindicated in pregnancy and inctation (see section 4.3). Safety in REGISTRATiON MJMBER pregnancy and lactation has not been estxbiished. 009/11.4.3/0229 Adequate and well-controlled eddies in humans have net been done. 

It DAlE OF HRSTAIJTHORISA11ON eeskig 24 May2022 It is sot known whether lassoprezole, as coetaised in LARCH? 010, is d'atrlbeted into 
breaatmilkHowuver,lamraoprazoleor'itsmetabnitieaarelsrowstebedistrlbotodistothe 1ItDAIEOFREVISIONOFTRETEXT 
milk of rats. Larmxeprazole has been shown to cause tumsurigen'c effects is animals and is 07Mgu51 2024 
therefore not recommended during brsastfeeding (see section 4.3). 

41 Effects on almlltty te rktve and use niachises 
Adverse reactions each so dhoiosea, remtigo, visual disturbances and semoofeoce may 
occur when tailing LARCH? O1 Under then condtioma the ability to macI may be
decreased. Patients should therefore be advised motto drive omopemato machinery anti 
they know how LARCH? 010 affects them. 
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TIENt INFORMATION LEAR.EI 

ScHEDBUNGSTA11JS 1 

LANCAP DEC 15mg capeulee 
Lanneprazeis 

LARCH? DEC centalnu nugar (nucrens 18,55 mg, nngar 
nptreree 7O mg) 

Read all of this leaflet carefully becauae Itcentabie 
Important lntonniatlnn tor you 
• Keep this leaf ci You may seed to read tiugaim. 
• Do not shale LARCH? OTt with any other person. 
• Ask ysum heatthcaie provider on phunnacist if you seed 

more information or advice. 
• \tumuetcontactudoctomfynumsymptomsworsensmdo 

not impmsre after 14 dsyo. 

What is iii thin leaflet 
1. WlnatLARcH?olCisandwhatfiisusedfor 
2. thtnatyounnedtekurowbetoreyounnLARCH?0Tt 
3. Hnwto use LARCH? OTC 
4. Possible side effects 
5. Hnwto store LARCH? OTC 
6. Contentsofthspackamdsthermntonnatism 
1.What LARCH? DTC in and what it is coed for 
The actire ingredient in thin medicine is lamsoprazole, which 
ion proton pump inhibitor. Proton pomp inhibitors rsdoco The 
amount of acid that ynam stomach makes. 

LARCH? OTC 'a used in edutix forthe temporary short-toes 
relief of hearthum sod hyperacidtiy. 

2. What yeu need te knew bofem you take LARCH? DEC 
Be net take LARCH? DTC 
• fi you are hyperoensitive (allergic) to lanseprazole, orto 

aoy of the ingredients of LARCH? 010 
• fyouarepregnaotorbreastfeedisgysurbaby 
• fyouhaveoeverel'nerdisease 
• fi you are taking human immusedeldencyvinmo (ff13) 

medicien such as atazanaair or neitrasir. 

Wamlnge and precautions 
lake apedul care with LARCH? OTt: 
LARCH? OTT shouts not be taken by children as eafety has 
not been eatabliehed. 
• youm doctor may pomfnnn or hare performed an additional 

inosetigation called an endsecopy in ordemto diug0000 
youm csedttorm and/or exclude malignant disease 

• it you naperieoce nymptoms each as unintentional weight 
len, mecommeot vomiting, dfficutty in swalowing, blond 
in remit, darhotictyfuocen or it you suspect a stomach 
ulcer toll your doctor because LARCH? OTt can mask the 
symptoms, sod delay diagnosis of cancerous ulcers 

• LARCH? OTt may affect the kidneys (istemotitial 
sephritin(. Inform ysumdnctom tyou esperience any pain 
while urinating or lower back pain 

• itysutakeLHNCH?Ol000nralnmgporiedxftime)e.g. 
banger than 3 years) this may lead to svHamin 012 
deficiency 

• itysugetarashonyoumsttin,sepecinliyinameaeesposod 
to the sun, toll youm doctor as men as you can, as you 
may seed to stop yourtmatmsnt wth LAtCH? OTt. 
Romemberto alse mention any other side effects like 
pain is your joints 

• LARCH?Oltmaycausedisrmhouathatdeeenatstnp. 
Contact your doctor as soon as thie occors 

• LARCH? OTt may increase your risk for outoeporosis-
related bone fractures of the hip, wriat or spine. Infosm 
youm doctor if you hare sotsepomnie 

• it you hare been told you have lew magnesium levee 
in your blood, or tyou eaperience fstgus,totany 
(painful contractiose of jaw and neck muscles), delirium, 
convulsions, dinisen, and a change from nornrai 
heartbeat, or it you are taking medicime such as digordo 
or diurotca (water tablets), toll your dnctom as
LARCH? OTt can fumthsm reduce your magnesium levels 

• ityouaretatdmgmethstmoato)asedintheilestmnentof 
cancer and Isukuemis) as LARCH? 010 may affect the 
way this medicine wonha 

• LHNCH? OTt should not be taken for longerthun 14 
days. f you take this medicine so s long-tam basis there 
is an increend risk of gastric gisodular cysts dsvelspimg 

• ityoutalcsLAtCH?Oltfomslnngportodoftime,you 
may be at risk of gastrointestinal infections such as
Saimosells, Campytobactom, Shigela or C!ns0ridium 
d00cds 

• ityousutfsrfrsmotomschulcersyoumsybeutriskof 
He!lcobactorpyloui(f1. pyfurpl(Iractorisl infection) 

• LARCH?Oltmaymakeyoudrowsyundimpaimyoum 
concentration which coats be aggravated by the intake of
alcohol 

• ityou hare porphyria, inform your limiter before tailing 
LHNCH? OTt 

• LARCH? OTt may cause coltie (tot lammation of the 
colon). tyou esporience severe and/sm porsistont 
disrrhses, you should stop tailing LARCH? 010 

• tell your doctor before tatting LARCH? OIC, ityou en due 
to hares specific blood toot (Ctnmonnogmunio3) as h coats 
interfere attn the test meutia 

• ityouhsresseriouoliremdisease,askyourdoctnrfsm 
advice before taking LARCH? OTt. 

Children 
Safety and efficacy in chitsrer has not yot bees eatablshed. 
Other medicines and LARCH? OTC 
Always tsil your hestincara provider fyoo are taking soy 
other medicine. (Thin includes complementary or troditomal 
medicines.) 

LANCAP BEG may aitfsctthe way the fdlewiag 
medicines werto 
• smpicillin (used to troat infectiono of the urinary 

sod respiratory trsctx( and iron sets (to prevent iron 
deficiency) 

• HP! medicines stazanavim sod oeitmsvir 
• ketoconazole and 'rineconazole, rifampicin (used to treat 

infections) 
• d'mgosin (used to treut heartfailore( 
• theophylline (used in The treatment of anthms, chronic 

bmnchtin, emptnysonnpt 
• tocrolimus (to prerent transplant rejection) 
• warfarin (used to treat bland dots). 

Medicines that may oftectthe way LARCH? BIG wods& 
• fluvoxamire (used to treat depression and other 

poychiatic diseases) 
• StJohs'oWortplo treat depressIon) and rifampids (Is 

treat taberculesis (TB) 
• sucraitate (to treat ulcers) orantocids (to treat hearthum) 
• methotrusate(wtrsotcancer) 

C5466 

IWSIENI1NUG11NGS8LAD 

SKEDULEBlNGSTAIUS 

LHNCAP DEC 15mg kapaclea 
Laesopnand 

LARCA?OTC hevat nuiker (aukrene 166 mg, 
enikernitere 7O mg) 

Lees hierdie hale iniglingablad noukeumig dear, want rift 
beset beise9llke infnmneaie urn 
• Han hierde inligtimgshlad. 1)6 meg nodig wees vim oxen dti 

weerto lean. 
• Most mm LARCH? OIC met noige ardor pumesem deol nm . 
• Indies u meem imligling of advice bemedig, vro 

gesendhotssorgoerskafler,ofaptokor. 
• U moot u dnkter raadpleeg, isd'er a simptome eeremger, of

ne rerhetem ns 14 rise ne. 
Wathierdie in1ig85geh1ad beset 
1. Wat LARCH? 010 is en wsarvoor dtgshrsikwent 
2. Wataoodighofomteweet,vserdstuLARCH?0TCmeem 
3. flse smLARtH?Oltteseem 
4. Moontilke sewe-effekto 
5. HsesmLANCHJ'OlCtebaresar 
6. itapstddogainhoud en soder inliging 
1.Wet LARCAP DIG mu en wuaiveorditgehnsikword 
Die aktiewe bestaoddeel in hientie medisynne is ta050prssool, 
mat '0 pmtonpomprsmmer (PPF(f is. Protonpomprsmmer 
reriasg die hoevedheid suam wat deum a muag rervoardig 
wont 
LHNCH? OIC word deurrelwassense gebroik vim die tydaiike, 
konttonnys osdigtirg van soolband en hipurasid'nteit 
2.Watu nodig hetom te weet, meonist a LARCH? 
OTt) unmu 
Med ide LARCH? DEC neem: 
• indien u hipemoensitief (allergies) is air lonsopmsoenl, of vim 

enige van die bentanddds van LARCH? OTt ole 
• iodieouowangemis,ofubababomsvnedole 
• indise u urge lewursiekte hot sin 
• iedise u munslike immuniteitsgebrekeirss (biEr) nnedisyne, 

neon atsxansvim, of oeboavt, meem nie. 
Waaraknwhmgn em vaoroergaraatmeAln 
Ness spusisle song met LARCH? 010: 
LARCH? QIC moot mis san ldmderstoegedem wend ole, 
asogesien die reiligbets dasrvun, minvasgeotel a ole. 
• uduktermagm000tilcofhetdalkresda'nbykomende 

xndemsnekasngevro, of u'ntgevoem , watesdnskepiu 
geosem went, 0mm utoestand te diagnoseem enm/of '0 
tonasdoardige aiekte otte skatmel 

• indien u eoigesimptxme,sooesmbeplamde gewigsoeriiea, 
berhaleode braldog, aiukprnblems, bleedbrsldog, donkem, 
taul onlisating emvsar, of irdien a's masgseervemroed, 
vertel u dollies, aaogea'er LHNCH? 010 hiurdie simptome 
msg oerhlsem em din disgmen nan Iruaadasrdige 
alkesse, meg rertrasg 

• LANCH? OTt mug die olere aantas (tmteratisiitle nefrttis(. 
P.sadpleeg u doktom, indies u enige pyn,tnmnyl u urineeT 
of lee nmgpyn, emvsar 

• indiseuLARCH?olCoer'nlsogtydperknsens(bv.laoger 
sx3jaar),asogesien dfitot'n attamien B12tekort, mug Id 

• iedienu'nreloitslagemvasr,remalopdelewatsandie 

iou blood hat, a ufigeputvsel, of totasie )pyolike 
sumetrdddngs oar a kakebeen so oekspieme(, delirium, 
konvriaies, duiseligheid, so '0 vemanderlog iou monnale 
harfidop ervsar, of isdlem a enige medisyne, soon 
d'gokaler, of diuretika jovatemtatdette( seas, raadpieeg 
o dokter, asngualen LARCH? OTt u magneaiumatakke 
renter mug rerisag 

• indien u metotrekasat oeem (gshruiktydenn din 
behandeling var kankomem Isekomie), aamngeses 
LARCH? OTt din manierwasrsp hlemdme medisyne mar/c 
mag beinvised 

• LMCH?OTCmoetniuvimisrmgsras14daegereemword 
ole. lndieo a hinntie medivyne op'o Lvngtennyo basis 
seem, is dsar '0 rethsegde naiko vim gastriese Idieraiste, 
0mm te ontreikkel 

• iodiesuLANCH?Oltoer'nlangtydpekmnean,msgu'm 
risikotoor virgaxhomnteatirale lofekales, sees Salnmnetty 

gsm meg wemd, doom 

• indies u perfirie het, roadpleug a dokter, vourdat 
LARCH? OTT mom 

• LuNCH? OTC meg koltia remorsoako loflammaste 
van die kolon). lodlem a erge cnn/of ounhoudende diammee 
ervaam, moat u die getsuiken LARCH? OTt staak 

• raadpiee9u dokter,vnsrdat a LARCH? 010 neem, isdler 
an spearl eke bioedtoeta (Chmmngrasler3) moot 
oedemgaso, sangesien dit met din toetxrexutste meg 
inmeng 

• indino u 'n enmatige lewemsmekte hot, era u doktsm vim 
advice, vsemdat u LARCH? OTt neem. 

lOndere 
Veiligbeid en doultreffendbeid in kindom is mg ne beyms ne. 
AedermedioyneeeLANCAPDEC 
Vedel attyd a gesoedhaklsomyverslnaffer, irdiso a esige 
andem medinyne seem (9'it alu'itsaovnjllende, of tradis'cmele 
medisyne in). 
LARCH? DEC msg die manier waarep die solgeirde 

xl, ftampnao (gabroikom 

orsaldog to behande) 
chronieon bromgfis, of

55 'n sngsanoerpisotisgto 

• warfauioo (gebmuikom ttoedkionte te behasde). 
Medisyrme wat die manier waarep LARCH? OTCwe,tc 
beinvIoe 
• flueoksamieo )gebnmikom depreusin em under psigiatteon 

siektesto behesdet) 
• Johannesteuts (om depresalete behande) en rifamp'malse 

(em tobenlolisse (TB) to behaode(f 
• nolestisat )om ullomssete behondel), of teemauunotsdeis 

(om sonibraund te behande) 
• metetmekusat jam kankomte behandet). 
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LARCH? DEC with feud and ubtnk 
Forthe best effectofthe medidne,you should take 
LARCH? OTt at least 30 minutes before a meal. 

Pregnmmc% bresatfeerting and fertility 
I you ore pregnant or bmeasflseding, thiok you maybe 
pmegoart or arc phoning to have a baby, please cannot 
your doctor, phaumaciot or other heathcare professional for 
advice before using LARCH? OIC. 

You should not take LARCH? 010 while you am pregnant or
bmeestfeedimg ynum hahy (see Do ootfatme LARCH? OTC). 

Buying and uning machines 
LARCH? OTC may cause dinmneea, vertigo, visual 
disturbances sod drowsiness. 
tie not alweys possible to predict to what extent 
LARCH? OTC may interfere with your daly activtisa. 
You should avoid driving erase of machines until you are 
aware how LARCH? OTC affects you.Ynu should avoid 
driving er ase of machines tyou ere espuriencing diodnuas, 
drowsiness orviauai d'eturbaocsa 

LANCA? DIG coetainu nagar 
you have been tots by your doctorthat you have so 

mntolurasce to some sugars, contact your doctor before 
taIling LARCH? 010. 

LARCH? DIG contaIns oedlmn 
LARCH? OTC contains len than 1 mmd )O,U23g) pem 
capoule, that is to say essentially 'sedium hoe'. 

2. Haw tu take LARCH? DEC 
Dx not shore medicises prescribed for you with soy other 
person. Always use LARCH? OTT encty as your doctor has 
instructed, You should check with your doctor or phormacmct 
it you are unsure. 
Ashiltnc 
The usual den is one 15mg capoole moths morning, for no 
longer than 14 days. 
Children: 
LARCH? OTC 'a mot indicated for use in children or 
adoleaceots uodem the age of 1H without a prencription 
by e doctor. 

Your doctor eill tell you here long your treatment witim 
LARCH? 010 will last 

you have The impress'cr thst the effect of LARCH? 010 is
too strung artos wealç tell your doctor or phannadot. 

If yen take mere LARCH? DEC then you nhanld 
In the event of overdosuge, cessut youm doctor or
phaumnsdst t osther is available, contactthe nearest 
hoaptial or poison control cooke. 

If yen torgel to take LARCH? DEC 
I you forgette fake LARCH? OTt, fake as soon as you 
remember on the same day. if you do ont take a tablet that 
saroeday,takeyournormaidenthe055tdoy. 000oftaimso 
double dento make upfsmforgstten individual doons. 
If yan atop taking LARCH? DEC 
Do not stop treatment serfy because your synoptoms hare
got better. Your comdtinm rosy not hare been folly healed ond 
may meeccom tyou do not fimish your course of treatment 

(Poaaibleairleeffecta 
LARCH? OTC can hare side effects. 
Not all side effects repoded for LARCH? OTC am included 
in this leaflet Should your general health wersen, or f you 
experience soy untoward effects while using LHNCH? OTC, 
pleexe cxnsoit your hnnitncare provider for advice. 

I soy of The following happuno, stop using LARCH? OTC 
and leo ysur doctor immediately or goto the casualty 
department at your nearest hospHal: 
• swelling of the hasda, feet, sotses, face, lips, meat

or throat, which may couse dittcotty is arealowiog or
breathing 

• maahoritching 
• fainting. 
these are ail very serious aids effects. tyou rave Them, you 
may have had a serious allergic reaction to LARCH? 010. 
You may reed urgent medical attention or beaptialisatian. 

Tell your doctor immediately or go to the casualty 
department at your nearest hospHal it you notice any of
The following: 
• fyouesperiencsyolswingofihealdsaodeyss,aevere 

pain is your upper abdomen or yourwbnls bedy starts 
tiching, these ensigns of severe lien problems including 
jaundice and hepatitis 

• I you esperiencu rapid or immeguisr heartbeats, chest 
pain, angina, changes is the way your heart beats 

• serious kidney problems: less urine than is normal 
for you, awulling of the legs, ankles orfest, nausea or 
extreme tiredness, asizumes or coma in severe cases 

• I you experience symptoms of a stroke, such as 
westonusoor numbness of theface, ann or leg, especially 
on ose aids of The body; sudden cenfusmor, trouble 
speaking or understanding; suddes trouble owing in ore 
or both eyes; sudden trouble walking; diodsuas, len of
balasce; severe or prolonged headache with no known 
cause; len of comucknmsoess or fainting with orwithsut 
se'sure 

• Stevens-Johnson syndrome (begins with flu-like 
symptoms,f000reed by a paioful red or pumpl'ah rash thot
spreads and bl'aters),tosic spidesnal nucrolysis (TE(9 (a 
lite-thmeteniog skin disorder with symptoms such as a 
painful red area that spreads quickly, allis peeling without 
blisters, maw areas olden) or other serious akin disordum 

• a persistent, scaly red patch on the skin w'ttb irregular 
berders thot sometimes csiats or bleeds (skin caocer 

These are ail serious side effects.You may need urgent 
medical attention. 

Tell your doctor it ysu notice soy of the following: 
Fmeqonot side effects: 
• asthma, brorchtiis, cough 
• disnhoes, dry mouth orthmst, nausea, vomtisg, 

constipation, stomach pain,itatulence 
• shmonrnal liver test results 
• skin rash, itching, a rash of mund, red malts (hioes( 
• fatigue. 

Lees tmequest side effects: 
• oral or osgimal thrush (yeast imfectiom), flu like symptoms, 

infections 
• trmmoumofthelarynxomvelcebss,stomachpolyps—

also called gastric polyps (masses of cells that form on 
The liming imnide your stomach) 

• changes is your blond cell couot which may leare you 
feeling weak, tired, looking pole om generally feeling 
unwell, anaemia, 

• diabetes, gofre (swelling of the neck due to enlargement 
of the thyroid glan undomactire tnynots 

LARCH? DEC naam met kon en rbinkgeed 
Vmdis beste meutate met hmentie medisynne, moot 
LARCH? OIC ten mioste 30 misdo rear m msatyd, gemeem 
went
Swangerakap,bersveedng entertlOtelt 
Indien u areasgeris, of u babe beravoed, eennsed dotu 
swengem is, of 'n bsba bepiso, randpleeg exashlief u doktem, 
spteksi of under gesondhaidsorgrerskaffem vim advies, 
voordat u LANCH? OTT nesm. 
U mont ole LARCH? OTC oeem,tereql a awunger is, of
baba bomsosed ole (sien Mont ole LAtCH? 010 seem). 
Benhmnres dIe hantertng nan mas)lene 
LARCH? OIC mug duiselgheid, vertigo, sigstoumisoe en
lomeriqhamd veroorsaak 
00 is no attyd moontiikum te voonspel tot walter mate 
LARCH? OTC met odsaglikxe akJwiteite cat immeog mis. 
U mont din bestuamen '0 mstomvoeriuig, of die hartering ear 
masjieoe renny, tstdat a west hoe LARCH? OTC a as.mtas. 
U moet do bestuar van '0 motorenentuig, of die hantoring 
ear masjinnevenny, mndles a duisel'qhsid, lomerighats, of
a'qstoum'ese, erveor 
LANCHPoECbevnlauikor 
Indien u dektem asngedui hat, data 'm weerstandigheid 
tesmsersekeresoikerstsen, kontak u dektem,vsentst 
LARCH? OTt neem. 
LANCHP DEC beset iastmtnm 
LHNCH? OIC bevat mimdsmas 1 romel (U,U23g( sodium pom 
capsule, d'a wil sO d'a is weaemlik'natrtunnamy'. 
a Hoe em LARCH? DEC tanners 
Moot sin medisyne watviru voorgesteyf is, met es'qe soder 
penneon deel nie. Gshrsikallyd LARCH? 010 preales soon 
dear a doktem asnbevsel went. 0 moot u dektem, of optekem 
rsadpleeg, iodiem a onsekom is. 

Die gewone doeis is sem 15mg kapoule in din oggend, vim mis 
langeras 14 the mis. 
tinderro 
LARCH? OIC gshraik dour kinders of adolesseetejorgum 
m it jso sender 'm voorsteif dour '0 dokteiwemd ne 
asohaveel ole. 

U doktomaal aredel vim hse lonku behondeliog met 
LARCH? OIC ad dour. 
Indmen u onder din isdrokis dat din uitweridmg en
LARCH? OlCtd otertç of td sneak is, madpleeg a doktei of
apteker. 
[dims nasser LARCH? OTC neem na watu behoerl 
India good van oordoaering, rssdpleeg 5 dokte of eptaker. 
Indien beets mis besltikbasr is min, kenfak die osante 
hospitsal, of gwseheemasmtum. 
[don n nergeet on' LARCH? DTC fin nee,n 
Indmen u rergeetom LARCH? Ditto neon, neem dd so gou 
as watu omthou, op diesstfde dug. Indlem a die tablet mic op 
dieselfde dag seem ne, seem u gareons dosis die volgesde 
dag. Moot nie 'n dubbddoaia seem, err opte maokvir die 
vargete, mndMdude doseriogs min. 
Isdien odin gebndkrran LARCH? DEC nlaak 
Moot ole beharmdding vnoegtydig staskinntien u simptoms 
nieocmhotem mm. Dt mag mosmtikwees dat uteestand ole 
volkonne benmtel hot sic en weer mag opvlam, indies amino 
behaodelimgstumrsuooeltooi nie. 
4,Moenttke nawe-effeklu 
LARCH? OIC han nawe-elskte hit 
tie 511cr mewe-eftskte rent vim LARCH? OTT aangemeld 'a, 
word mm hiemdin ioligtiogshlad imgealuit ole. See a algemene 
gesondhdd rerdeg, of indlem a enige ongowenote effekte 
ervoar, tonopt u LARCH? OTt gebraik, raadpleeg oosobllef u 
gesondheidsergvemsksfIem vim advies. 
Indien enigevas die volgesde gebeur, stauk die gobruikoas 
LARCH? OIC en vertel u daktem osmiddellik, of gaso na die 
ongevale-afdelimg by u reuste hospitsak 
• aredliog von die harde, osete, enkds, gesig, lippa, mend, 

of keel,watnluk, of amnmhalimg mug bemseilik 
• uitstsg,ofgcjeuk 
• fleoto. 
tierdie is ales bale emnotige sewe-effekte. Irdiun a dti bet, 
kom on ematige slemg'eae mcskx'e ts0005m 
LARCH? OIC ervoar hut U mug dringende mediese eardag, 
of hoepitalisasle bemedig. 
vedsl u doktemoomiddellilc of gsan ms din osgevalle-afdeling 
by a masate hoepitsal, imdicm a esige van die relgeoda 
opmertc 
• indiesuoergelimgoaodisodesoitoprsentcergepynimu 

bobeiksmvopo of u hole l'mggasm begin jeuk, 'a dtitokens 
von emge lewomproblemoe, in'aiatemd geelaug so hepatitis 

• indico un vimmige, of onreAlnoatige hamfttiop, berapym, 
angina, remaundedoge mm die munlem hon a hunt kiop, ervoar 

• emnotigo nierprebleme: urimesm mindor as wstsoenaal is
viru, swelling ear din bene, enkela, voate, nasmtiets,of 
u'tterste moegbekt, aaovale, of knma, in utierste gevslc 

• inndien u simptoms van 'n benmerte, sons srealstrdd, of
gevodloeehcid in din gesig, ann, of been, ocmsl en die 
am kantvan din liggaauo emouar skielike verwaotsg, 
moollike sprask, of begnp; sldelike sigprobleme is con, 
of betse Ok: allielike orohinmu om te lees: duiselkmhats. 

soredlmatigiomraoding,wstsomtyda roreevorm, of
bind (vslkaoke 

Etientie is ales emotige naree-effekte. U mag dringende 
mediese asudag beondig. 
Vndsl u doktem, modem u enign van die relgeode opmemtc 
Higemene oewe-cffektc: 
• anma, broegtis, hoes 
• dinrree, dmoA mond, of keel, nasnheid, leaking, kenstipasin, 

maagpym,winderigheid 
• shoormole lewemtoetsm000ttate 
• reluitsiag, gejeuk, '0 uitslag, mat monde, mel awnlseis 

(gulbuto) 
• uftputhng. 
Minder algememe ssree-effekto: 
• orate, of va9isalespmsi )giaswaminfekais(, griepseertigs 

simptoroe, mmfeknies 
• gawss mm die 1sf mke,of ntsmbande, msagpoliepe (sek 

gavtriess poHeps gamesm), watas 'n massaselle 
000rloom, es ontwilcimel in die msagwand 

• veandodoge is a binedsettdlisg, rest u sreetç moug, 
binelç of sor die algumsen osgesteld mag laatooel, 
anemic 

• dinbetes, gotem (swelliog von die mek,weens 'orergroting 
van die skildkfler), ondersktiawe skikikiier 

• otiamim detdcncy, dehydmution, gout, changes in blood 
sugar levein, genemol swelliog, weight gain or len, 

• abmonnal dreams )sightmnames(, mood changes each 
as agitation, hoatiity, memory less, amidety, lazmnen, 
contusion, a feeling of dctachmemthonn onenfi, 
depreesino, mood owings, hulludnationo (seeing or
bearimg thingo which are not theme), increased or 
decreased sen drive, mervousmen, distrean, unable 
to slsep, dementia, (memory disorders, personally
changes, and impaimed mesoniog), okseesire betmaomoui 
hypochondria 

• oebureo ar tits, double vision, paralysis on one stsc of
the body, excessive abnormal body movemesto, stiff 
muscles, reducsd sensitivity to touch, tmglimg or bumiog 
of the skim, resfiessnees, otrange thoughts, oleepisen, 
tremor, remtgo (a sensation of spimming when standing 
atil) 

• abmonnal orblurmd vislen, itchy, watom ar med eyes, dry 
eyes, eye pain, senotioty of eyes to The light, blurred 
vision and other problems with your video including 
double am iss. coniunctivite msmnkevel. cataract 

breathimg/ tight chest, asthma, increased 
hortoees of breath, nosebleed or coughing 

you breathe, nimoy or blocked nose, sinus headache, 
abnormal noise when breathing 

• bleeding gums, increased appottia or saliva, mouth ulcer, 
blood in stonl, abnormal tastes, thimot, tongue disonter, 
pain isstse the mouth due to whtio spots on your tongue, 
inner chesko, gums, palate and/sm tossiin, feelimg that 
you osed to have a bowel movement, even it you already 
have had one, abmonnal stools, bloated ubdoroem, 
bleeding iota abdomen, bleeding of the gums, mouth 
ulcer, blond iota otooin, inttannroation of the rondo and 
lipo, pancreatitis (upper abdonnmnal palm that mudiutes med 
the back, which may be aggravated by eating foods high 
moIst) 

• acne, ham len, dry skim, problemo with sums, sweating, 
oessitivity ot atlin to light, peeling of skim over lunge areas 
of the body, buming, or pricking feeling under the skin, 
bojising, meddening 

• painful, swollen, or stifi joints, bone or joint problems, 
leg crampo, munde or bone pain, back palm, muscle 
wealemess, fmucteme of Ths wrist, hip or spine, neck pois or
atiffnen, pslvic pain, drooping of the upper eyelid, joint 
pain, bane dinonter 

• pain smdiscomforton urination, blood in the urine, 
back pain (tlidmsy palm), escesaire or abnormally large 
pmductiss of urine, hoqucmt urinnatmos, orthe need to
conotasfly urinate, urimary tract infection 

• abnormal periods (heavy, lighter, longer, or more poimfo), 
breast snismgement or tenderness in both men and 
women, impotcmce, whitish omyollewinh discharge, penis 
dleonternr isfiaroed vagina 

• feeling of weaknen, chest pain, chills, fever, smelly 
breath, genemallyfealing unwell, swelling arrestor 
retention 

• increased sodium, cholesterol, and triglyceride (fat) levee 
iota blood. 

The f000wiog side effects hsre been ropomted butthc 
fmequcncyforthcm to occur is not keows: 
• chronic, watery, non-bloody diunhen, gastric glandular 

cynts 
• decreased mugnesiuro, calcium and potassium bleed 

levels with symptoms each as fatigue, involuntary rounds 
contractions, disoriemfatmom, convalslema, diazimess, 
increased heart rate. if you get any of These sympteme, 
please inform your doctor prompty. Low levels of
magmesium can also lead to 5 meduction in potassium 
or caldum InosIs in The bleed. Your doctor rosy decide 
to perform regular blond tests to monitor your levels of
magmesium, calcium and potassium. 

you notice any side affects not mentioned mm this leaflet, 
pleexe imfonn your dnctomor phonmacist 

Repudingofoideeffeeta 
Iyou get aide effects, talkto your doctor, pharmacist or 
nunoo.You con abe repent sine effects to SAHPRA via the 
Med SefutyH?P (bludeofetyX SHHPR3) and eRepering 
platform (wbo-omc.org) found or the SHHPRAwehatie. 
Dy repenting side elects, you can help provide more
information on the safety of LARCH? OTC. You car also oomd 
an email directiyto the compsoy, phanmacovigilancetn 
phaonadynam'cs.co.za,to ensure safety of the product. 

I Hnw te atare LARCH? BIG 
Store all medicien Oat of reach of children. 
Store at or below 25 C. 
Keep the capsulso in the original container until required 
for use. 
Do net use atierthe espiny date stated on the carton. 
Return all unused medicine to your pharmucist. 
Do not dispose of unused medidsu in draiss or sewerage 
systems (e.g. toilets). 

I Contents of the pack and other Information 
What LARCH? DEC centalnro 
The active substance is lansoprazolc 15mg. 

The oThem imgredmnnts amer
disodium hydrogen phosphate dihydmats, getatime 
capoules, macmogol, roam starch, roeThacrytc acid-ethyl 
ocrylatc copolyroem (1:1(30% dispersion, polysorbate, 
polynimylpymmolidone, sodium Isuryt nulphuta, sucrose, sugar 
spheres, talc sod titanium diosids. 
What LARCH? DIG leeks like and contents of the pack 
LARCH? UTC capsoino are whiteired-browotin (tedF white, 
cap: med-browmintm( capsules flied with whHete light brown 
nmstigtrtty pink coloured pellets. 

LARCH? UTC 15mg cspsules are cosilable in white HDPE 
bottles clend wtiha polypropylene tamper-evident cap with 
mounted desiccant imnert containing 14 capsules. 

Hnlderof Certificate of Regiatrution 
Pharma Dynamics (Ply) Ltd 
1 Floor, Grapevine Houss, Stoseberg Office Park 
Slvenenod thus 
Westiake, 7945 
Cope Tows, South Africa 
Tel: + 27217077000 
or 0060-PFIAAMA (742 762) 

This Inetlet was last revIsed In 
07 August 2U24 

Reglstratlnn number 
009/11.4.3/0229 

pharma(.)dynamicc 

• vitamoinm tekomt, dehtsmssin, jig, veranderings in 
bleedsuikervblckc, ulgemams swelling, geaigstoeoame, of
-verfleo,anerekoc 

• absormale dmme (sagmesies(, gemoethverasdodnple, 
s000aa'tasie.wsrmdiaheid. uebeuensdiss. anostiohuid. 

remgo tO oraamgevssm, wanmeeru asmsnsamj 
• shoormole, of hnsbel vole, jsaksrighats,waterigs, of

mod ok dmA ot, oogpym, semsitiwlcten die on vim 1mg, 
rerstounte vine es under problems roctu sig, imelutend 
dubbelvisie, kon(unktivitis (pienk-sog,), katarak 

• doofhets,00rpmbleme, oerpys, geaums india ore 
• blosiog, du'aelighets emvosl l'myhoofd'my, migraine 
• modlike oxsmfaHmg/stynve horn, asma, hen mee 

soeronood, scusbleeding, ot die hoesen blood, hik,sesr, 
of Inapperige keel, of pynnlike eluk, skerp pym in die boro, 
watoerergeras u asorohasl, loopeeus, of neusotuwing, 
smnushoufpym, abnornnate geluid waoseeru asemhaat 

• blesiendctandvls'a, toename in setius, of apeekssl, 
mondolkus, bloed in die stodgarg, atmnsrmalo sonace, 
dens, tongverstouring, pym asr din bionakenten die 

• atnies, hasrvediea, dmoe eel, naelprobleme, geawust, 
senstiwitetivar rel yr semlig, afallileriog van din vd, 
oergrootgedoeties van din lggaam, brandende, of
prikiralende gavod odder din rel, keausiog, modhsid 

• pynlike,geawelde,ofotymegawrigte,been-,of 
gewrigsproblemne, beertoampe, spiem-, of besopys, 
ragpym, spisrswatdnsid, gswrigs-, heup-, of
nmggranthnktuui sekpym of atyfoets, bekesmpynn, 
fraogsmdo, teemed ooglid, gerertgsp'ynn, beenverstourim 

• pyn, of ongemak tydess urimanng, bleed mm die urine, 
ragpyn (nmerpyn), uitermutigc, of ubnenmaal gmetoolui 
urine, unneer dikwels, of die drang am assheudomdto 
udmeem, urienwsginfekaie 

roars 

eohtgliserisde (eel) 

Die nolgende mawe-affektc is engemnts, maw din 
hokeenaic van 000rkoros, is onbekend: 
• chmoniese,waterigs, mme-blooderige disrree, gastriese 

kiiersiste 
• shmamc in megossiuro-, katsiuro- em kalumbloedvlakks, 

met simptome soon atputtinng,00willekeorige 
spiersumatrekidogs, disodHnntasmn, kemvu5ies, 
duiselighets,tocnamc in hamttcmpo. Indien a emigs en
hinotie simptome smear, raadpleeg aasoblinf u doktom 
somtsdellik. Las magmeaiumviatdne, mag sek ini tot's 
shmamcoan kaHum- of katsiumatatdme in die blood. 
dektom mag besluit em gereetse hleodfostse oHfnooer, 
em a magoesiuro-, kalsiuro- em keliunsdskkc,to mooitsc 

Indien U emige oawe-effekte opmemh, wat mie in hierdin 
mnligtimgabtsd gesoom word ole, rasdpleeg asaobllef u 
doktoofaptokem. 
Aanmeldlng van newe-effekte 
Indiem u newe-effskte ervaar, prast mot u dokter, apteker 
of rempleegkumd'qe. 0 kao 00k neree-sffakte ssrmeld 
by SAId/tA via die Mad Safety foepaedmg (IdedsofetyX 
SHNPRP( em eRsporting platform (s)fnn-umc.omg),watop 
SHllPPAsewebtuiste gevfod kam word. Dear die aanmetsimg 
ear newa-olekte, kan u help em msem inlgiog enguande 
die oeligheid 050 LAtCH? OTC is to win. U ken sok'n 
epoo direk aao die maatxkappy steam, phaonacevigilaocetn 
phamradymsmics.co.za, om die reilighets van die pnsdok 
te remoeker 

It Hoe em LARCA? BIG te hewaar 
9ewaar ails modisyne bale die bereiken Itindens, 
9ewaam teen of beneda 25 C. 
lou die kspsulea in die oumspronkiike beuer,totdaldti 
bunodig word vim gebruik 
Msetoin gshmuik ma die reroadatom, wst op die kertomhouer 
nngedoi ward mic. 
teem ails ongshruikte medisync mao aptokarterag. 
Moot ole omgsbruikta roedisyne in dreima, of riooistelseis (by. 
toiintte),weggooi nie. 
IVeipakIdngaialrsud en ander iiligtisg 
WatLARCAP OTt) beset 
Die skJewe beatsoddeel is tamsepresod 15mg. 
Die seder beafanddele 'a: 
Dimahtamwaterstoffosfsatdihidmsat, gelatienkapsules, 
metaldelsuar-etieiskrllastfcopolimeem (1:1)30% opleasing, 
maknogol, roicliestysel, nabiurolourisisuifast, polinorbast, 
polmisielpirroltsoun, suikerofero, sulmoso, taikem en 
titaodiokaind. 
Hue LARCH? DEC lykee lie vnqsakbisgainhoud 
LARCH? OTC kapxules is wit/moothroio kapxules gevul met 
wit, tot ligbroio, of ligpieokgeldeumde kormis (tiggasm: wit,
doppic: mooibruio(. 
LARCH? OTC 15mg kapsules is beskilnboar mm wit, 
/IDPE bottals, mat 14 kapaules buvat en geooAl is met 
'0 poflpmpilesn, peuterhestando dekael, en's ingesetto 
dmsogmtsdei 
Eeaaarsau lie Registmnaleaeritflkaat 
Phasma Dynamics (Prima.) Bpk. 
i bloem Grapevine House, Steenberg Office Park 
Sifeawood Close 
Weotake, 7945 
Kaspatod, Said-Air/ks 
Tel: +2721707 7UUU 
of 0860-PHARMA (742762) 
Hierrie irlig8ng0b1ad wsa soedreen borden 
O7Augustss 2024 
Registrsainnnmmer 
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