
Lanton , -SPC- February  

SUMMARY OF PRODUCT CHARACTERISTICS 

 

 NAME OF THE MEDICINAL PRODUCT 

 

La to  , La to   

 

 QUALITATIVE AND QUANTITATIVE COMPOSITION 

 

Each La to   capsule co tai s   o  la sop azole. 
Each La to   capsule co tai s   o  la sop azole. 
 

E cipie t s  with k ow  effect  

Each La to   capsule co tai s   o  suc ose. 
Each La to   capsule co tai s   o  suc ose. 
Fo  the ull list o  e cipie ts, see sectio  . . 
 

 PHARMACEUTICAL FORM 

 

Capsules 

La to   opa ue Yellow ha d elati  capsule co tai i  white sphe ical ic o a ules. 
La to   opa ue white ha d elati  capsule co tai i  white sphe ical ic o a ules. 
 

. CLINICAL PARTICULARS 

 

.  Therapeutic i dicatio s 

• T eat e t o  duode al a d ast ic ulce  

• T eat e t o  eflu  oesopha itis 

• P oph la is o  eflu  oesopha itis 

• E adicatio  o  Helicobacter pylori H. pylori  co cu e tl  ive  with app op iate 

a tibiotic the ap  o  t eat e t o  H.pylori-associated ulce s 

• T eat e t o  NSAID-associated be i  ast ic a d duode al ulce s i  patie ts 

e ui i  co ti ued NSAID t eat e t 

• P oph la is o  NSAID-associated ast ic ulce s a d duode al ulce s i  patie ts at 
isk see sectio  .  e ui i  co ti ued the ap  

• S pto atic ast oesopha eal eflu  disease 

• Zolli e -Elliso  s d o e. 
 



 

 

.  Posolo  a d ethod o  ad i istratio  

Posolo  

T eat e t o  duode al ulce s  

The eco e ded dose is   o ce dail  o   weeks. I  patie ts ot ull  healed 

withi  this ti e, the edicatio  is co ti ued at the sa e dose o  a othe  two weeks. 
T eat e t o  ast ic ulce s  

The eco e ded dose is   o ce dail  o   weeks. The ulce  usuall  heals 

withi   weeks, but i  patie ts ot ull  healed withi  this ti e, the edicatio  a  

be co ti ued at the sa e dose o  a othe   weeks. 
Reflu  oesopha itis  

The eco e ded dose is   o ce dail  o   weeks. I  patie ts ot ull  healed 

withi  this ti e, the t eat e t a  be co ti ued at the sa e dose o  a othe   

weeks. 
P oph la is o  eflu  oesopha itis  

  o ce dail . The dose a  be i c eased up to   dail  as ecessa . 
E adicatio  o  Helicobacter pylori: 
Whe  selecti  app op iate co bi atio  the ap  co side atio  should be ive  to 

official local uida ce e a di  bacte ial esista ce, du atio  o  t eat e t, ost 

co o l   da s but so eti es up to  da s , a d app op iate use o  a tibacte ial 
a e ts. 
The eco e ded dose is   o  la to  twice dail  o   da s i  

co bi atio  with o e o  the ollowi  

• cla ith o ci  -   twice dail  + a o icilli    twice dail  

• cla ith o ci    twice dail  + et o idazole -   twice dail  

H. pylori e adicatio  ates o  up to % a e obtai ed whe  cla ith o ci  is 

co bi ed with la to  a d a o icilli  o  et o idazole. 
Si  o ths a te  success ul e adicatio  t eat e t, the isk o  e-i ectio  is low a d 

elapse is the e o e u likel . 
Use o  a e i e  i cludi  la to    twice dail , a o icilli    twice 

dail  a d et o idazole -   twice dail  has also bee  e a i ed. Lowe  

e adicatio  ates we e see  usi  this co bi atio  tha  i  e i e s i volvi  

cla ith o ci . It a  be suitable o  those who a e u able to take cla ith o ci  as 

pa t o  a  e adicatio  the ap , whe  local esista ce ates to et o idazole a e low. 
T eat e t o  NSAID associated be i  ast ic a d duode al ulce s i  patie ts 

e ui i  co ti ued NSAID t eat e t  

  o ce dail  o  ou  weeks. I  patie ts ot ull  healed the t eat e t a  be 

co ti ued o  a othe  ou  weeks. Fo  patie ts at isk o  with ulce s that a e difficult 
to heal, a lo e  cou se o  t eat e t a d/o  a hi he  dose should p obabl  be used. 
P oph la is o  NSAID associated ast ic a d duode al ulce s i  patie ts at isk such 

as a e >  o  histo  o  ast ic o  duode al ulce  e ui i  p olo ed NSAID 

t eat e t  

  o ce dail . I  the t eat e t ails the dose   o ce dail  should be used. 



 

 

S pto atic ast o-oesopha eal eflu  disease  

The eco e ded dose is   o    dail . Relie  o  s pto s is obtai ed 

apidl . I dividual adjust e t o  dosa e should be co side ed. I  the s pto s a e 

ot elieved withi   weeks with a dail  dose o   , u the  e a i atio s a e 

eco e ded. 
Zolli e -Elliso  s d o e  

The eco e ded adult sta ti  dose is   o ce dail . Doses should be adjusted to 
i dividual patie t eeds a d should co ti ue o  as lo  as cli icall  i dicated.  
 

Special populatio s 

 

Re al i pai e t  

The e is o eed o  a dose adjust e t i  patie ts with i pai ed e al u ctio . 
 

Hepatic i pai e t  

Patie ts with ode ate o  seve e live  disease should be kept u de  e ula  

supe visio  a d a % eductio  o  the dail  dose is eco e ded see sectio  .  

a d . . 
 

Elde l  

Due to educed clea a ce o  la to  i  the elde l  a  adjust e t o  dose a  be 

ecessa  based o  i dividual e ui e e ts. A dail  dose o    should ot be 

e ceeded i  the elde l  u less the e a e co pelli  cli ical i dicatio s. 
 

Paediat ic populatio  

The use o  la to  is ot eco e ded i  child e  as cli ical data a e li ited 

see also sectio  .  a d juve ile a i al studies have fi di s o  cu e tl  u k ow  

hu a  eleva ce see sectio  . , e cept o  the i dicatio s o  eflu  esopha itis a d 
S pto atic ast o-oesopha eal eflu  disease. T eat e t o  s all child e  below o e ea  o  
a e should be avoided as available data have ot show  be eficial effects i  the t eat e t o  

ast o-oesopha eal eflu  disease. 
 

Paediat ic patie ts  to  ea s o  a e 

I  cli ical studies, la to  was ot ad i iste ed be o d  weeks i   to  ea  olds. It 
is ot k ow  i  la to  is sa e a d effective i  used lo e  tha  the eco e ded du atio  . 
Do ot e ceed the eco e ded dose a d du atio  o  use i  child e  as outli ed below. 
 

 

 

 

 



 

 

Therapeutic i dicatio  classificatio  posolo  

Reflu  esopha itis E osive 
esopha itis  

Sho t-te  t eat e t The eco e ded dose is 
 o ce dail  o  up to  

weeks o  child e  
wei hti ≤ k  o    
o ce dail  o  up to  weeks 
o  child e  wei hti > k . 

S pto atic 
Gast oesopha eal eflu  
disease s-GERD  

 

 

Paediat ic patie ts  to  ea s o  a e 

I  cli ical studies, la to  was ot ad i iste ed be o d  weeks i  - to - ea -olds. It 
is ot k ow  i  la to  is sa e a d effective i  used lo e  tha  the eco e ded du atio  . 
Do ot e ceed the eco e ded dose a d du atio  o  use i  child e  as outli ed below. 
 

Therapeutic i dicatio  classificatio  posolo  

Reflu  esopha itis E osive 
esopha itis  

Sho t-te  t eat e t The eco e ded dose is 
 o ce dail  o  up to  

weeks o  e osive 
esopha itis. 

S pto atic 
Gast oesopha eal eflu  
disease s-GERD  

The eco e ded dose is 
 o ce dail  o  up to  

weeks o  o -e osive 
GERD. 

 

 

Method o  ad i istratio  

Fo  opti al effect la to  should be take  o ce dail  i  the o i , e cept 
whe  used o  H. pylori e adicatio  whe  t eat e t should be twice a da , o ce i  the 

o i  a d o ce i  the eve i . La to  should be take  at least  i utes 

be o e ood see sectio  . . Capsules should be swallowed whole with wate . 
 

.  Co trai dicatio s 

 

H pe se sitivit  to the active substa ce o  to a  o  the e cipie ts listed i  sectio  

. . 
 

.  Special war i s a d precautio s or use 

 

Gastric ali a cy 

I  co o  with othe  a ti-ulce  the apies, the possibilit  o  ali a t ast ic tu ou  

should be e cluded whe  t eati  a ast ic ulce  with la to  because 



 

 

la to  ca  ask the s pto s a d dela  the dia osis. 
 

Hu a  i u odeficie cy virus HIV  protease i hibitors 

Co-ad i ist atio  o  la to  is ot eco e ded with HIV p otease i hibito s 

o  which abso ptio  is depe de t o  acidic i t a ast ic pH, such as ataza avi  a d 

elfi avi , due to si ifica t eductio  i  thei  bioavailabilit  see sectio  . . I  
coad i ist atio  

o  la to  with HIV p otease i hibito s is u avoidable, close 

cli ical o ito i  is eco e ded. 
 

Hypo a esae ia 

Seve e h po a esae ia has bee  a el  epo ted i  patie ts t eated with PPIs like 

la to  o  at least th ee o ths, a d i  ost cases o  a ea . Se ious 

a i estatio s o  h po a esae ia such as ati ue, teta , deli iu , co vulsio s, 
dizzi ess a d ve t icula  a h th ia ca  occu  but the  a  be i  i sidiousl  a d be 

ove looked. H po a esae ia a  lead to h pocalcae ia a d/o  h pokalae ia see 

sectio  . . I  ost affected patie ts, h po a esae ia a d h po a esae ia 

associated h pocalcae ia a d/o  h pokalae ia  i p oved a te  a esiu  

eplace e t a d disco ti uatio  o  the PPI. 
Fo  patie ts e pected to be o  p olo ed t eat e t o  who take PPIs with di o i  o  

edici al p oducts that a  cause h po a esae ia e. ., diu etics , healthca e 

p o essio als should co side  easu i  a esiu  levels be o e sta ti  PPI 
t eat e t a d pe iodicall  du i  t eat e t. 
 

I ter ere ce with laboratory tests 

I c eased Ch o o a i  A C A  level a  i te e e with i vesti atio s o  

eu oe doc i e tu ou s. To avoid this i te e e ce, la to  t eat e t should be 

stopped o  at least  da s be o e C A easu e e ts see sectio  . . I  C A a d 

ast i  levels have ot etu ed to e e e ce a e a te  i itial easu e e t, 
easu e e ts should be epeated  da s a te  cessatio  o  p oto  pu p i hibito  

t eat e t. 
 

I flue ce o  vita i  B  absorptio  

Dail  t eat e t with a  acid-supp essi  edicatio s ove  a p olo ed pe iod o  

ti e seve al ea s  a  lead to alabso ptio  o  c a ocobala i  vita i  B  

caused b  h po- o  achlo h d ia. C a ocobala i  deficie c  should be co side ed i  

patie ts with Zolli e -Elliso  s d o e a d othe  patholo ical h pe sec eto  

co ditio s e ui i  lo -te  t eat e t, i dividuals with educed bod  sto es o  isk 

acto s o  educed vita i  B  abso ptio  such as the elde l  o  lo -te  the ap  

o  i  eleva t cli ical s pto s a e obse ved. 
 

Hepatic i pair e t 



 

 

La to  should be used with cautio  i  patie ts with ode ate a d seve e 

hepatic d s u ctio  see sectio s .  a d . . 
 

Gastroi testi al i ectio s caused by bacteria 

La to , like all p oto  pu p i hibito s PPIs , i ht i c ease the cou ts o  

bacte ia o all  p ese t i  the ast oi testi al t act. This a  i c ease the isk o  

ast oi testi al i ectio s caused b  bacte ia such as Sal o ella, Ca pylobacter a d, 
especiall  i  hospitalised patie ts, Clostridiu  difficile. 
I  patie ts suffe i  o  ast o-duode al ulce s, the possibilit  o  H.pylori i ectio  

as a  etiolo ical acto  should be co side ed. 
I  la to  is used i  co bi atio  with a tibiotics o  e adicatio  the ap  

o  H.pylori, the  the i st uctio s o  the use o  these a tibiotics should also be 

ollowed. 
 

Lo  ter  treat e t 
Because o  li ited sa et  data o  patie ts o  ai te a ce t eat e t o  lo e  tha   

ea , e ula  eview o  the t eat e t a d a tho ou h isk/be efit assess e t should be 

e ula l  pe o ed i  these patie ts. 
 

Gastroi testi al disorders 

Ve  a el  cases o  colitis have bee  epo ted i  patie ts taki  la to . 
The e o e, i  the case o  seve e a d/o  pe siste t dia hoea, disco ti uatio  o  the ap  

should be co side ed. 
With the e ceptio  o  patie ts t eated o  the e adicatio  o  H. pylori i ectio , i  

dia hoea pe sists, ad i ist atio  o  la to  should be disco ti ued, due to the 

possibilit  o  ic oscopic colitis with thicke i  o  the colla e  bu dle o  i filt atio  

o  i fla ato  cells oted i  the la e i testi e sub ucosa. I  ajo it  o  cases, 
s pto s o  ic oscopic colitis esolve o  disco ti uatio  o  la to . 
 

Co-ad i istratio  with NSAIDs 

The t eat e t o  the p eve tio  o  peptic ulce atio  o  patie ts i  eed o  co ti uous 

NSAID t eat e t should be est icted to hi h isk patie ts e. . p evious 

ast oi testi al bleedi , pe o atio  o  ulce , adva ced a e, co co ita t use o  

edicatio  k ow  to i c ease the likelihood o  uppe  GI adve se eve ts [e. . 
co ticoste oids o  a ticoa ula ts], the p ese ce o  a se ious co- o bidit  acto  o  the 

p olo ed use o  NSAID a i u  eco e ded doses . 
 

Bo e ractures 

P oto  pu p i hibito s, especiall  i  used i  hi h doses a d ove  lo  du atio s >  

ea , a  odestl  i c ease the isk o  hip, w ist a d spi e actu e, p edo i a tl  

i  the elde l  o  i  p ese ce o  othe  eco ised isk acto s. Obse vatio al studies 

su est that p oto  pu p i hibito s a  i c ease the ove all isk o  actu e b  – 



 

 

%. So e o  this i c ease a  be due to othe  isk acto s. Patie ts at isk o  

osteopo osis should eceive ca e acco di  to cu e t cli ical uideli es a d the  

should have a  ade uate i take o  vita i  D a d calciu . 
 

Seve e cuta eous adve se eactio s 

Seve e cuta eous adve se eactio s, i cludi  Steve s Joh so  s d o e SJS , 
to ic epide al ec ol sis TEN , a d d u  eactio  with eosi ophilia a d s ste ic 

s pto s DRESS , which ca  be li e-th eate i  o  atal, have bee  epo ted i  

associatio  with the use o  PPIs see sectio  . . At the ti e o  p esc iptio  patie ts 

should be advised o  the si s a d s pto s a d o ito ed closel  o  ski  

eactio s. I  si s a d s pto s su estive o  these eactio s appea , la to  

should be withd aw  i ediatel . 
 

 

Subacute cuta eous lupus e the atosus SCLE  

P oto  pu p i hibito s a e associated with ve  i e ue t cases o  SCLE. I  lesio s 

occu , especiall  i  su -e posed a eas o  the ski , a d i  acco pa ied b  a th al ia, 
the patie t should seek edical help p o ptl  a d the healthca e p o essio al should 

co side  stoppi  la to . SCLE a te  p evious t eat e t with a p oto  pu p 

i hibito  a  i c ease the isk o  SCLE with othe  p oto  pu p i hibito s see 

sectio  . . 
 

Re al i pair e t 
Acute tubuloi te stitial eph itis TIN  has bee  obse ved i  patie ts taki  

la to  a d a  occu  at a  poi t du i  la to  the ap  see sectio  

. . Acute tubuloi te stitial eph itis ca  p o ess to e al ailu e. 
La to  should be disco ti ued i  case o  suspected TIN, a d app op iate 

t eat e t should be p o ptl  i itiated. 
 

E cipie ts 

This edici e co tai s suc ose. Patie ts with a e he edita  p oble s o  uctose 

i tole a ce, lucose- alactose alabso ptio  o  suc ase-iso altase i sufficie c  

should ot take this edici e. 
 

.  I teractio  with other edici al products a d other or s o  i teractio  

 

Effects o  la to  o  other edici al products 

 

Medici al p oducts with pH depe de t abso ptio  

La to  a  i te e e with the abso ptio  o  d u s whe e ast ic pH is 

a  i po ta t dete i a t o  o al bioavailabilit . 



 

 

 

HIV P otease I hibito s  

Co-ad i ist atio  o  la to  is ot eco e ded with HIV p otease 

i hibito s o  which abso ptio  is depe de t o  acidic i t a ast ic pH, such as 

ataza avi  a d elfi avi , due to si ifica t eductio  i  thei  bioavailabilit  

see sectio  . . 
A stud  has show  that co-ad i ist atio  o  la to    o ce dail  

with ataza avi    to health  volu tee s esulted i  a substa tial 
eductio  i  ataza avi  e posu e app o i atel  % dec ease i  AUC a d 

C a . 
 

Ketoco azole a d it aco azole  

The abso ptio  o  ketoco azole a d it aco azole o  the ast oi testi al t act 

is e ha ced b  the p ese ce o  ast ic acid. Ad i ist atio  o  la to  

a  esult i  sub-the apeutic co ce t atio s o  ketoco azole a d it aco azole 

a d the co bi atio  should be avoided. 
 

Di o i  

Co-ad i ist atio  o  la to  a d di o i  a  lead to i c eased di o i  

plas a levels. The plas a levels o  di o i  should the e o e be o ito ed a d 

the dose o  di o i  adjusted i  ecessa  whe  i itiati  a d e di  

la to  t eat e t. 
 

Medici al p oducts etabolised b  P  e z es  

La to  a  i c ease plas a co ce t atio s o  d u s that a e 

etabolised b  CYP A . Cautio  is advised whe  co bi i  la to  

with edici al p oducts which a e etabolised b  this e z e a d have a 

a ow the apeutic wi dow. 
 

Wa a i  

The e have bee  epo ts o  i c eased INR a d p oth o bi  ti e i  patie ts 

eceivi  PPIs a d wa a i  co co ita tl . I c eases i  INR a d p oth o bi  

ti e a  lead to ab o al bleedi  a d eve  death. Patie ts t eated with 

la to  a d wa a i  co co ita tl  a  eed to be o ito ed o  

i c ease i  INR a d p oth o bi  ti e. 
 

Theoph lli e  

La to  educes the plas a co ce t atio  o  theoph lli e, which a  



 

 

dec ease the e pected cli ical effect at the dose. Patie t o ito i  should be 

take  i  co-ad i ist atio  o  la to  with theoph lli e. 
 

Tac oli us  

Co-ad i ist atio  o  la to  i c eases the plas a co ce t atio s o  

tac oli us a CYP A a d P- p subst ate . La to  e posu e i c eased 

the ea  e posu e o  tac oli us b  up to %. Mo ito i  o  tac oli us 

plas a co ce t atio s is advised whe  co co ita t t eat e t with 

la to  is i itiated o  e ded. 
 

 

Medici al p oducts t a spo ted b  P- l cop otei  

La to  has bee  obse ved to i hibit the t a spo t p otei , P- l cop otei  

P- p  i  vitro. The cli ical eleva ce o  this is u k ow . 
 

Effects o  other dru s o  la to  

 

Medici al p oducts which i hibit CYP C  

 

Fluvo a i e  

A dose eductio  a  be co side ed whe  co bi i  la to  with the 

CYP C  i hibito  fluvo a i e. The plas a co ce t atio s o  la to  

i c ease up to - old. 
 

 

Medici al p oducts which i duces CYP C  a d CYP A  

 

E z e i duce s affecti  CYP C  a d CYP A  such as i a pici , a d St 

Joh ´s wo t Hypericu  per oratu  ca  a kedl  educe the plas a 

co ce t atio s o  la to . 
 

Othe s  

 

Methot e ate  

Co co ita t use with hi h-dose ethot e ate a  elevate a d p olo  se u  

levels o  ethot e ate a d/o  its etabolite, possibl  leadi  to ethot e ate 

to icities. 
 



 

 

Suc al ate/A tacids  

Suc al ate/A tacids a  dec ease the bioavailabilit  o  la to . 
The e o e la to  should be take  at least  hou  a te  taki  these 

edici al p oducts. 
 

No -ste oidal a ti-i fla ato  edici al p oducts  

No cli icall  si ifica t i te actio s o  la to  with o ste oidal a ti-i fla ato  

d u s have bee  de o st ated, althou h o o al i te actio s 

studies have bee  pe o ed. 
 

 

.  Fertilit , pre a c  a d lactatio  

 

P e a c  

Fo  la to  o cli ical data o  e posed p e a cies a e available. A i al 
studies do ot i dicate di ect o  i di ect ha ul effects with espect to p e a c , 
e b o al/ oetal develop e t, pa tu itio  o  post atal develop e t. 
The e o e, the use o  la to  du i  p e a c  is ot eco e ded. 
 

B east- eedi  

It is ot k ow  whethe  la to  is e c eted i  hu a  b east ilk. A i al studies 

have show  e c etio  o  la to  i  ilk. 
A decisio  o  whethe  to co ti ue/disco ti ue b east- eedi  o  to 

co ti ue/disco ti ue the ap  with la to  should be ade taki  i to accou t 

the be efit o  b east eedi  to the child a d the be efit o  la to  the ap  to the 

wo a . 
 

Fe tilit  

No hu a  data o  the effect o  la to  o  e tilit  is available. Rep oductive 

studies i  p e a t ats a d abbits evealed o la to - elated i pai e t o  

e tilit . 
 

.  Effects o  abilit  to drive a d use achi es 

 

Adve se d u  eactio s such as dizzi ess, ve ti o, visual distu ba ces a d 

so ole ce a  occu  see sectio  . . U de  these co ditio s the abilit  to eact 
a  be dec eased. 

 



 

 

.  U desirable effects 

F e ue cies a e defi ed as co o   ≥ / , < /  u co o   ≥ / , , < /  a e  
≥ / , , < / ,  ve  a e  < / , . 
 

 Co o  U co o  Rare Ver  Rare Not k ow  

Blood a d 
l phatic s ste  
disorders 

 Th o boc tope ia*, 
eosi ophilia, 
leucope ia* 

a ae ia A a uloc tosis*, 
pa c tope ia* 

 

I u e S ste  
disorders 

   A aph lactic 
shock* 

 

Metabolis  a d 
utritio  disorders 

   H po at e ia* H po a ese ia‡, 
h pocalce ia*#, 
H pokale ia*# 

Ps chiatric 
disorders 

 dep essio  I so ia, 
halluci atio , 
co usio  

 Visual 
halluci atio s 

Nervous s ste  
disorders 

Headache, 
dizzi ess 

 Restless ess, 
ve ti o, 
pa aesthesia, 
so ole ce, 
t e o  

  

E e disorders   Visual 
distu ba ces 

  

Gastroi testi al 
disorders 

Nausea, 
dia hoea, 
sto ach 
ache, 
co stipatio , 
vo iti , 
flatule ce, 
d  outh o  
th oat, u dic 

la d pol ps 
be i  

 Glossitis, 
Ca didiasis o  
the oesopha us, 
pa c eatitis, 
taste 
distu ba ces 

Colitis*‡, 
Sto atitis 

 

Hepatobiliar  
disorders 

I c ease i  
live  e z e 
levels 

 Hepatitis, 
jau dice 

  

Ski  a d 
subcuta eous 
tissue disorders 

U tica ia, 
itchi , ash 

 Petechiae 
pu pu a, hai  
loss, e the a 

ulti o e, 
photose sitivit  

Steve -Joh so  
s d o e*‡, 
to ic epide al 

ec ol sis*‡ 

Subacute 
cuta eous lupus 
e the atosus*‡, 
d u  eactio  with 
eosi ophilia a d 
s ste ic s pto  
DRESS * ‡ 

Musculoskeletal 
a d co ective 
tissue disorders 

 A th al ia, al ia, 
actu e o  the hip, 

w ist o  spi e ‡ 

   

Re al a d uri ar  
disorders 

  Tubuloi te stitial 
eph itis with 

  



 

 

possible 
p o essio  to 
e al ailu e  

Reproductive 
s ste  a d breast 
disorders 

  eco astia   

Ge eral disorders 
a d ad i istratio  
site co ditio s 

ati ue oede a A ioede a, 
eve , 

h pe hid osis, 
a o e ia, 
i pote ce 

  

I vesti atio s    I c ease i  
choleste ol a d 
t i l ce ide levels 

 

* Post a keti  eve ts 

# H pocalcae ia a d/o  h pokalae ia a  be elated to the occu e ce o  h po a esae ia see sectio  .  

 ‡See sectio  .  

 

Repo ti  o  suspected adve se eactio s  

Repo ti  suspected adve se eactio s a te  autho isatio  o  the edici al p oduct is 
i po ta t. It allows co ti ued o ito i  o  the be efit/ isk bala ce o  the edici al p oduct.  
A  suspected adve se eve ts should be epo ted to the Mi ist  o  Health acco di  to the 
Natio al Re ulatio  b  usi  a  o li e o  https //sideeffects.health. ov.il.  
 

 

.  Overdose 

The effects o  ove dose o  la to  i  hu a s a e ot k ow  althou h the acute 

to icit  is likel  to be low  a d, co se ue tl , i st uctio  o  t eat e t ca ot be 

ive . Howeve , dail  doses o  up to  o  la to  o all  a d up to  o  

la to  i t ave ousl  have bee  ad i iste ed i  t ials without si ifica t 
u desi able effects. 
Please e e  to sectio  .  o  possible s pto s o  la to  ove dose. 
I  the case o  suspected ove dose the patie t should be o ito ed. La to  is 

ot si ifica tl  eli i ated b  hae odial sis. I  ecessa , ast ic e pt i , 
cha coal a d s pto atic the ap  is eco e ded. 
 

 PHARMACOLOGICAL PROPERTIES 

 

.  Phar acod a ic properties 

 

Pha acothe apeutic oup  P oto  pu p i hibito s, ATC code  A BC . 
La to  is a ast ic p oto  pu p i hibito . It i hibits the fi al sta e o  ast ic 

acid o atio  b  i hibiti  the activit  o  H+/K+ ATPase o  the pa ietal cells i  the 

sto ach. The i hibitio  is dose-depe de t a d eve sible, a d the effect applies to 

both basal a d sti ulated sec etio  o  ast ic acid. La to  is co ce t ated i  the 

https://sideeffects.health.gov.il/


 

 

pa ietal cells a d beco es active i  thei  acidic e vi o e t, whe eupo  it eacts 
with 

the sulph d l oup o  H+/K+ATPase causi  i hibitio  o  the e z e activit . 
 

Effect o  ast ic acid sec etio  

La to  is a specific i hibito  o  the pa ietal cell p oto  pu p. A si le o al 
 dose o  la to  i hibits pe ta ast i -sti ulated ast ic acid sec etio  b  

about %. A te  epeated dail  ad i ist atio  o  seve  da s, about % i hibitio  

o  ast ic acid sec etio  is achieved. It has a co espo di  effect o  the basal 
sec etio  o  ast ic acid. A si le o al dose o   educes basal sec etio  b  about 

%, a d the patie ts' s pto s a e co se ue tl  elieved sta ti  o  the ve  fi st 

dose. A te  ei ht da s o  epeated ad i ist atio  the eductio  is about %. A apid 

elie  o  s pto s is obtai ed b   dail , a d ost patie ts with duode al ulce  

ecove  withi   weeks, patie ts with ast ic ulce  a d eflu  oesopha itis withi   

weeks. 
B  educi  ast ic acidit , la to  c eates a  e vi o e t i  which app op iate 

a tibiotics ca  be effective a ai st H. pylori. 
 

Du i  t eat e t with a tisec eto  edici al p oducts, se u  ast i  i c eases i  

espo se to the dec eased acid sec etio . Also C A i c eases due to dec eased ast ic 

acidit . The i c eased C A level a  i te e e with i vesti atio s o  eu oe doc i e 

tu ou s. 
 

Available published evide ce su ests that p oto  pu p i hibito s should be 

disco ti ued betwee   da s a d  weeks p io  to C A easu e e ts. This is to 

allow C A levels that i ht be spu iousl  elevated ollowi  PPI t eat e t to etu  

to e e e ce a e. 
 

.  Phar acoki etic properties 

La to  is a ace ate o  two active e a tio e s that a e biot a s o ed 

i to the active o  i  the acidic e vi o e t o  the pa ietal cells. As 

la to  is apidl  i activated b  ast ic acid, it is ad i iste ed o all  i  

e te ic-coated o s  o  s ste ic abso ptio . 
 

Abso ptio  a d dist ibutio  

La to  e hibits hi h - %  bioavailabilit  with a si le dose. Peak 

plas a levels occu  withi  .  to .  hou s. I take o  ood slows the 

abso ptio  ate o  la to  a d educes the bioavailabilit  b  about %. 



 

 

The plas a p otei  bi di  is %. 
 

Biot a s o atio  a d eli i atio  

La to  is e te sivel  etabolised b  the live  a d the etabolites a e 

e c eted b  both the e al a d bilia  oute. The etabolis  o  la to  is 

ai l  catal sed b  the e z e CYP C . The e z e CYP A  also 

co t ibutes to the etabolis . The plas a eli i atio  hal -li e a es o   

to  hou s ollowi  si le o  ultiple doses i  health  subjects. The e is o 

evide ce o  accu ulatio  ollowi  ultiple doses i  health  subjects. 
Sulpho e, sulphide a d -h d o l de ivatives o  la to  have bee  

ide tified i  plas a. These etabolites have ve  little o  o a tisec eto  

activit . 
A stud  with C labelled la to  i dicated that app o i atel  o e-thi d 

o  the ad i iste ed adiatio  was e c eted i  the u i e a d two-thi ds was 

ecove ed i  the aeces. 
 

Pha acoki etics i  elde l  patie ts 

The clea a ce o  la to  is dec eased i  the elde l , with eli i atio  

hal -li e i c eased app o i atel  % to %. Peak plas a levels we e ot 

i c eased i  the elde l . 
 

Pha acoki etics i  paediat ic patie ts 

The evaluatio  o  the pha acoki etics i  child e  a ed  –  ea s o  a e 

showed a si ila  e posu e as co pa ed to adults with doses o    o  

those below  k  o  wei ht a d   o  those above. The i vesti atio  o  a 

dose o   /  bod  su ace o   /k  bod  wei ht also esulted i  

co pa able e posu e o  la to  i  child e  a ed -  o ths up to o e 

ea  o  a e co pa ed to adults. 
Hi he  e posu e to la to  i  co pa iso  to adults has bee  see  i  

i a ts below the a e o  -  o ths with doses o  both .  /k  a d 

.  /k  bod  wei ht ive  as a si le dose. 
 

Pha acoki etics i  hepatic i sufficie c  

The e posu e o  la to  is doubled i  patie ts with ild hepatic 

i pai e t a d uch o e i c eased i  patie ts with ode ate a d seve e 

hepatic i pai e t. 
 

CYP C  poo  etabolise s 



 

 

CYP C  is subject to e etic pol o phis  a d -  % o  the populatio , 
called poo  etabolise s PMs , a e ho oz ote o  a uta t CYP C  allele 

a d the e o e lacks a u ctio al CYP C  e z e. The e posu e o  

la to  is seve al- old hi he  i  PMs tha  i  e te sive etabolise s 

EMs . 
 

.  Precli ical sa et  data 

 

No -cli ical data eveal o special haza ds o  hu a s based o  co ve tio al studies 

o  sa et  pha acolo , epeated dose to icit , to icit  to ep oductio  o  

e oto icit . 
 

I  two at ca ci o e icit  studies, la to  p oduced dose- elated ast ic ECL 

cell h pe plasia a d ECL cell ca ci oids associated with h pe ast i ae ia due to 

i hibitio  o  acid sec etio . I testi al etaplasia was also obse ved, as we e Le di  

cell h pe plasia a d be i  Le di  cell tu ou s. A te   o ths o  t eat e t eti al 
at oph  was obse ved. This was ot see  i  o ke s, do s o  ice. 
 

I  ouse ca ci o e icit  studies dose- elated ast ic ECL cell h pe plasia developed 

as well as live  tu ou s a d ade o a o  ete testis. 
The cli ical eleva ce o  these fi di s is u k ow . 
 

Juve ile a i al studies  

 

I  juve ile ats la to  was ad i iste ed o  post atal Da   a e e uivale t 
to eo atal hu a s  th ou h post atal Da   a e e uivale t to app o i atel   

ea s i  hu a s . 
 

Studies i  juve ile ats -week stud , -week to icoki etic dose tit atio  stud , 
develop e tal se sitivit  stud  have show  a  i c eased i cide ce o  ca diac valve 

thicke i . The fi di s eve sed o  t e ded towa ds eve sibilit  a te  a -week d u  

ee ecove  pe iod. Juve ile ats ou e  tha  post atal Da   a e e uivale t to 

app o i atel   ea s i  hu a s  we e o e se sitive to the develop e t o  ca diac 

valve thicke i . The sa et  a i  to the e pected hu a  e posu e is i  the a e 

o  - to - old the e posu e i  juve ile studies based o  the AUC at the o-obse ved effect 
level NOEL  -week stud , -week to icoki etic dose tit atio  stud  o  

lowest-obse ved-effect level LOEL develop e tal se sitivit  stud . 
 

These studies have also show  cha es i  ale ep oductive tissue testis a d 

epidid is . 
 



 

 

Mo eove , owth eta datio  has bee  eco ded eithe  i  ales o  i  e ale ats but 
this led to dela ed e o al owth plate thick ess o l  i  ales. 
The eleva ce o  these fi di s to paediat ic patie ts is u k ow . 
 

 PHARMACEUTICAL PARTICULARS 

.  List o  e cipie ts 

 

Capsule co te ts: 
Suc ose, co  sta ch, ethac lic acid – eth l ac late copol e  Eud a it , h p o ellose, 

a itol, talc, ac o ol , tita iu  dio ide, pol so bate , N- eth l luca i e, sodiu  
lau l sul ate. 

Capsule Shells:  
La to   Gelati , tita iu  dio ide, uioli e ellow, wate . 
La to   Gelati , tita iu  dio ide, wate . 
 

.  I co patibilities 

Not applicable. 
 

.  Shel  li e 

 

The e pi  date o  the p oduct is i dicated o  the packa i  ate ials. 

 

.  Special precautio s or stora e 

 

Sto e below °C.  

 

.  Nature a d co te ts o  co tai er 

Bliste  packs o   capsules. 
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