Lanzogast ..

Composition:

Each Lanzogast Capsule contains:

Lansoprazole as Enteric Coated Pellets 15 or 30 mg.

Mechanism of Action:

Lansoprazole is a gastric proton pump inhibitor that inhibits the
final stage of gastric acid formation by inhibiting the activity of the
H*/K* ATPase pump of the gastric parietal cells and thus leads to a
strong inhibition of gastric acid secretion.

Pharmacokinetics:

Lansoprazole exhibits high (80-90)% bioavailability with a single
dose. Peak plasma concentrations are reached within 1.5 - 2 hours.
Intake of food slows the absorption rate of Lansoprazole and reduc-
es the bioavailability by about 50%. It is bound to plasma proteins
by 97%. Lansoprazole is extensively metabolised by the liver and
the metabolites are excreted by both the renal and biliary route.
Lansoprazole is mainly metabolized by the cytochrome CYP2C19
and CYP3A4 enzymes.

Indications:

Lanzogast is indicated for:

- Treatment of active duodenal or benign gastric ulcer in adults.

- Helps eliminate H. pylori bacteria to reduce the risk of duodenal
ulcer recurrence in adults.

- Maintenance of healed duodenal ulcers in adults.

- Healing or risk reduction of NSAID-associated gastric ulcer in
adults.

- Treatment of (GERD) symptoms in adults, and short-term treat-
ment of (GERD) symptoms in children aged 12 years and older.
- Treatment of erosive esophagitis (EE) and maintenance of healing
of (EE).

- Pathological hypersecretory conditions, including Zollinger-El-
lison syndrome.

Contraindications:

People with hypersensitivity to any of the components of the prod-
uct.

Warnings & Precautions:

- The possibility of malignant gastric tumour should be excluded
when treating a gastric ulcer with lansoprazole because lansopra-
zole can mask the symptoms and delay the diagnosis.

- Acute interstitial nephritis has been observed in patients taking
PPIs.

- Long-term and multiple daily dose PPIs therapy may be associ-
ated with an increased risk for osteoporosis-related fractures of the
hip, wrist or spine.

- Treatment with lansoprazole may lead to a slightly increased risk
of gastrointestinal infections.

- Hypomagnesemia has been reported rarely with prolonged treat-
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ment with PPIs.

- Lanzogast should be used with caution in patients with moderate
and severe hepatic dysfunction.

Pregnancy & Lactation:

Pregnancy: Pregnancy category B, Lanzogast should be used dur-
ing pregnancy only when needed.

Lactation: There is insufficient information about the excretion of
lansoprazole in mother milk, it is not recommended to use it during
breast-feeding without consulting a doctor.

Drug Interactions:

- Digoxin and tacrolimus: Co-administration of lansoprazole with
these drugs may lead to increased digoxin and tacrolimus plasma
levels.

- Administration of lansoprazole may lead to obtaining blood con-
centrations of ketoconazole and itraconazole less than the thera-
peutic concentrations, and therefore this combination should be
avoided.

- Co-administration of lansoprazole with protease inhibitors used
to treat HIV such as atazanavir and nelfinavir is not recommended
due to the significant decrease in their bioavailability.

- Consideration should be given to reducing the dose when lan-
soprazole is combined with CYP2C19 inhibitors such as fluvox-
amine.

- Sucralfate/Antacids may decrease the bioavailability of lansopra-
zole.

- Lansoprazole reduces the plasma concentration of theophylline.

- Concomitant use of lansoprazole with high-dose methotrexate
may increase levels and prolong methotrexate and/or its metabolite
in serum, which may result in methotrexate toxicity.

Side Effects:

Most commonly reported side effects (>1%): diarrhea, abdom-
inal pain, nausea and constipation. Other side effects includes:
headache, dizziness, fatigue, urticaria, itching, rash, dry mouth or
throat, increase in liver enzyme levels.

Dosage & Administration:

Dosage in adults according to indication:

Recom- F dd
Indication mended vrequency anc dura-
Dose tion of administration
Duodenal Ulcers:
Short-Term Treatment 15 mg Once daily for 4 weeks
Maintenance of Healed 15 mg Once daily
Treatment of H. pylori to Reduce the Risk of Duodenal Ulcer
Recurrence:
Twice daily for 10 or
Lanzogast 30 mg 14 days
Triple P Twice daily for 10 or
A 11 1
Therapy moxierin & 14 days
Clarithromycin | 500 mg Twice (ljilg;\ i(;r .

Three times daily for
Dual Lanzogast 30 mg 14 days
Therapy Amoxicillin lg Three times daily for
14 days
Benign .
Gastric S:ll}on—Term 30 mg Once daily for up to 8
reatment weeks
Ulcer
NSAID Healing 30mg | Once daily for 8 weeks
associated -
Gastric Risk Reduction 15 mg Once daily for up to 12
Ulcer weeks
Short-Term Treatment of 15m Once daily for up to 8
Symptomatic GERD s weeks
Short-Term Treatment of 30m Once daily for up to 8
Erosive Esophagitis g weeks
Maintenance of Healing of .
Erosive Esophagitis 15 mg Once daily
Pathological Hypersecretory
Conditions Including 60 mg Once daily”
Zollinger-Ellison Syndrome

* Dosages up to 90 mg twice daily have been administered.
Pediatric (12 to 17 years of age):

- Non-erosive GERD: 15 mg once daily for up to 8 weeks.

- Erosive Esophagitis: 30 mg once daily for up to 8 weeks.
Hepatic Impairment: The recommended dosage is 15 mg orally
daily in patients with severe liver impairment.

Overdose:

The effects of an overdose of Lansoprazole in humans are unknown
(although the acute toxicity is likely to be low). However, daily
doses of up to 180 mg of Lansoprazole orally and up to 90 mg
of Lansoprazole intravenously have been administered in trials
without significant undesirable effects. Lansoprazole is not signifi-
cantly eliminated by haemodialysis. If necessary, gastric emptying,
activated charcoal and symptomatic therapy is recommended.
Storage:

Store in a dry place at a temperature below 25 °C.

Packaging:

Each Lanzogast carton box contains 20 Capsules in two blister
strips.

20¥ / ¥r100d

Reva Pharma for Pharmaceutical Industries - 101 - Syria



Losp Ve ey i 5e 26 | alo ¥ | Caalas 33y ) e
L) s lapcliedds | £ ol gl |7 i
e . bmal Aallae | Aanall 4a jal)
el Asad Gagysaalsane | ala ¥ ) el
el A saal Gagaaalyzse | alo v dallee | Al da Y
Jlasiuily
RNSEES NN . il
fe sl VY gate | sIee | e gy
A g )
L B . 02l oY el § juald dallaal)
Ll A 53 Ga sy 3aal 53 Yo
& Ferilsine | g Gl gsmal) plad )
T LAY a5 jual dallaall
Lol A 5 G g 32a0 53 ile ¥ ; MG
& g dialyie | gl ST £ g 4al
: Gl plad o Addlaal)
T Hve : »
Se 2Bl 585 e CASE £ 5yl
- ; . st Lag (puayal) 318 Do eV
* (e gy 8l 3 1| @ . - :
a3 B3al 5 30a e ] il e J5a ld

Bas 0ige e 40 ) Jesi ey sllae g3 #

(R VY VY e JulaY)
Euuaﬁsu“,'&)_n'&‘.ﬁ\o:dsmg.l;\_umﬂﬁé‘ir‘\:\):«“tléjjy‘_
tul_“.\/\‘rUJ_.a;

&M\Aé\&maﬂm}Aah\}a‘)‘:éﬁxv é\.\.“;d)ﬂ]‘k—l\.@_\“_
A_acl_aa_yl_lﬂéaﬁa‘rml_@rm)d\u)ﬂ\ LQJ_SS\ | g—sailll
AJA_ud_\_\SJ}_.Aﬁu_Au}_!\AJu_m“Tm)A“

e all b @
)_:m.“.\_n:JJJ\)JH)J\U_AB.\_\\J:\_G);J)\_uu_CZ\A.\Lm)\_T\J\:J\
0555 Off Jainall (e B3N 83 L) G s ate ) ey Ay yea o
Q.AQJA\/\ ‘:J\Muyuu);;&:\&.\m;&_ﬁb‘«} (4_..4:5;.\4
530D e e 4 (N oy L g ol (3 58 e 55l 5
Lo sl ga e 5 mS U G R Rl bl pall Byl 3ok e
Jns el pa) G b goe S IS J 51 st e gl Sy Y
Gy JUadll aadll elae ) g Baaall £1 58 (cm g ¢ ja¥ 231 1Y) S
A el Al

<Jadal)

,ofwomgsizjtﬁz;ﬁg,ugo&@&sﬁ

Ay

Ol 8 e A snS Y (o (g piat e s 53 (e A5 S B se S
.)‘m e

p00144 / R0O2

OsSsod Aime il
BYNONJUBNUPE PR BRIV IS~ ST EGY ) ARG P
iyl ligie 5o S
iglba g Jasd)
L Jaal) L8 caida 5 53 aladt il (s (B leall il i Jaall
Aalllaie
‘fy‘m‘_gd})‘}wﬂ‘)‘)J\&QMLS&_}LA}SMJ—A}JY ELM: Y
ol 5 il () 50 Apmplall e lin 3l JNA 4alaai il moaaiy ¥
<400 gAl) ALY
e I3 asmniS Gl il 5L (535 28 1 gl 5 ST 5 (S 2l
LU (8 el SSEN 5 o€ sl i siasa 335 () A 501 02
O 30 815 (e Jsmamanll (1) 53D el (53503 5 -
g Vgl A gdlall 581 (e O 05 50580 )5 U S S 50
JLU}).\X\ )A\uLLMAHJJJ\)J}_MuJUU_A)M]‘cLLD\JL\MY_
¢ iliali g a0 Qe 25 il e lidl (e ey dallaal deadi )
Lol La 8155 8 5l (a4

il 5 g ) 2 st (o AS HLiall die e jall (mis 6,0 iy
el 58 88 Jia CYP2C19 s )
d‘,_)\_);}uuﬂéy;." }\)J‘wu)na.“ u‘JLAA/A_ILﬂ\_)S)udh.\As_
LoDl 8 culld 0 5S35 cha s 3l el -
O—a A_ﬂl.c :\_c‘); &= J}J\‘)g)_uuzu U_A“).\An ?\Aa.x_u\ﬂ éJH A8
aliiin gl /5 o) 5 ghaall aal AUl 5 el s saly ) () LS 5 gl
Dl i nally Al Eigaa ) Lé-\j.—luL—M (Jaall 8
M.ula.“ uU.uLJ!
bl 2¥T 5 (Jlgma¥) o(7) <) Leie gl T ot AV Aulad) ol 538
Al il
ASall oo il et ¢l al) g laiall =AY dlall LAY Jeis
A b Y e 33y 3 Ia) ol adll Galia (padal) o dlal)
sdbariay g A jall
st T 5 pualll) sal de el

i )
slacy) 5da g 4y ) Sl) agall Glakiay)
%
Ayl ) A8
sl € 33l 5an) 5550 e 295 el Anllae
[N iaro Llall de ja
A0 pde ) A 8 (S jlad (addd A3 gal) 4y gilal) Jlaii
Ve sl s i
Leg )t o &e Sla 3
Y osaal o PR T
et o2 040 g | ool | A0EN dadaal
Lghe - :
Ve 3l Laas (i s .
b3l Laa 32 (f eoen | e
Lyt g FANCERN RUINE DR TELIN

16x24

e a3

1 A
o isle (ssiad Calay 1Y A gl OS
e Yo sl Y0 G g dile s IS5 e J 551 s
< N A
D e (any il b (5550 A bl L Tia pa 3 ¥
Aiime Ll i (3 yha (re pamall (el (o 55 (e A58 Al
G825 ML saad) 835 sl LISU HY/K' ATPase
Lol paaall 51,8y
250 g4l L) jal)
Lo nsbhelan 7 (1e-Av) Lille Uipen 1508055 J 5l i) g2
Aelw Y o ),0 feme 8550 A Sa 00 S A Joal saaly
Crn Qg 331 s alaaial Jna sllad) ) aladall b (535
ﬁé,zqvmujﬂlﬁuﬁ}ﬁu} VAR Lr“)*—’d}—‘*“”)i\)s
et ) \)_L\ JA_\S.“E@&‘}&L&H&JJJ‘)JHM‘HM‘
d})‘)ﬂ;—ﬂuu‘ S % (g 5) iall s G IS il e O Aol sy
CYP3A45 CYP2C19 a5 sl ey 33 Ada sl g3 posibd Sy
sabbdainy)
a5 Y Gl
o) vie A 45 jdie BV 5 saseal) Lseall da 3l 23l -
OS5 s Jel 4 ol Ay alal) Ly e oLl 8 sae L) -
Ol e 5 fe YA il ALY
ol die T ke B da il Ll e Asilad) -
e a3l A jal) Al da A Llie (e sl dallaa -
Ol e Aag g 5i ) e el
ol 5 ¢l 523 (GERD) (o= ) g5anall ¢ i HY1 (al e 30e -
O JilY) 503 (GERD) (o sall Gsnall g Lo W1 (al ey 2y
Bsblasdin)Y e
AulSEl aia s (EE) IS o5 el ilgill 230e -
Ol ol 5 A 2l @lly 8 Lay i pall 315801 a8 VS -
sbabaia) cililaa
sl il (gl ol Ehuslin Ja i aeaal i) (alazy)
scildaliial) g <l ydadll

u)ﬂ\CJLcA_z: awlﬁme)}aﬁjdm\amlu
Ul ey U._Q;.:u\ S sl st Y 50 sy ?\MLM_‘A:.J\
) JEEEN. S
O s il oyl 2l AA o IAY ALK gl Cigaa aa Y
) sl Adima il
Sle a2 Al sha syl ) 555 jull Adcan llafiay 2 3all (341 55 a8 -
o el il Ak jal) ) 5l A laY) H a5y ) aabiiniadia s
o 3 sand) i I ) )
Ayl y s 8k a3 o iyl sl 3l 35 28
gl Jleall il
J‘M‘CM‘&AJ-“_\JS_MU?JJ‘ ?}q)uuua&s_\}hu_c&)_ly‘ﬁ_




