Pantone No.:

" SIZE : 110mmX150mm )

Date : 1402/01/14
Design: H.Naseri

20mg / 2ml ¢psuigold i 55 9ol U_g.).g;ig.ﬂ Lo

PPRIRELYETR

il pllae 15 053 Sy 505 LAl seas 2 see o
il ool il oisnadn, (mssnsYs
sl S il i il s S s
ool o sIBT s sLaal 5 sluatil s 5b rala g8
(Sasiaren) 536585 JsoLSIb) QT salsl Jslse
e i g s i g gabew (O g J 550 S sy
Omeliny (M ge 0 s e (a1 e (nlanid Jite GuSaiolaid
(FM)umasedes )l al el s Jlie 5 Lo

190 Bl 03 )lse

el ol San (3leys G llas S S3le s sl 18
Ol ad g S 5o Gl AL (a1 e (i 555
D90 Sogme 53 (s e s 958 S Gl
S o) pedee Sleugols b S5 b nd 0aolse

a5 S e Jlsl @i sm sl (2 5lse

RS psad b o le

LS s o S

: 2B s AV S T B sse 8
slap il mh a5 rnde it (SSE W (5055 a0l S
2l St sl Fa b Bl 5 e saS
olas (Saa

L il sl KT 51 souls sl o ish
Ly il e 53 Ly S 1

L s p ol s 5T ¢ S i SL03)
anile 3yse DLl (Bl xS

S5 S Jals - e sLasse 11l e
ST s ol

IR JLa € pam 0lss 5 oot 5 samt i
Sl S BT (o s e ks i s
Sl s lod (o bl (s Je (Al Ol bl

ST i 1T (59 (L) Sl (ol i 5555 Ry

RSN PRI S a3 ui‘ﬂ)s.)g S g3 é—ﬂa il

33

(V)b I (38 5505 10mls w)lse

:overdose 5 s gacas

3 edle e 4 i peld Lo e seine 9 Gleys

(V)b o o

i 3455 Ll

555 59 (018 Blas o u ALY slas) Jlads a1, sl

e edailas (K05 7 3 ol

(e dewy

2 sEe an 53 sdigsn oled i e Y Jseel V-
References:

1- USPDI2007, Histamine H2-receptor Antagonists (systemic),

Famotidine injection

2- Pepcid® injection FDA Label
3- Lexicomp Drug Reference handbook, 23rd Edition, Famotidine

AN: Famotidine-201

s

5 gl (5 ke g &S i
‘www.osvahpharma.com

19,1 Giluadidia
Jspol bl (o Calicna HY 50,8 s ST (s 5als
pSGle Yo ola oS5, (o 5 Bl o sial Jslas (pasisels
(V1) oo sl glae ¥ 5o 05 50 sabo Ol gie 43 (S gl
s )90 9 95118
e 25 5905 30 s o B ai els J el
Lo i Ololans Bl (i 50 (80535 Gaalield oyt
sl sla ai ) Ly sune cla s (a3l 3 o0l L5l
Shsa oless ool ol sie 4 oiaan s (intractable ulcers)
NEPPOPIIV I PIF S KOS S DI
2 (g0 Boeme o3 Il st 5wl g)ls (SIysa
OBsa Jlad aa 5 acanbls Jlad pa ) sae a5 S plepa
b.ﬁ-l.ars:\a
S oumy 368 S0 Lo aandlgs adh suyle S5 layue
Jlas 025 s
(GERD) 5 50 — sns S5 (s okass e 85 5S Slaya o
L) siae S5 il S5l YA e
(¥)(sax3e 0 S 58l slag s30T 5 Zollinger—Ellison a i
13 s 0 g2 9 ylae
iy a5l (5w soll
u_l.\.u}al.ﬂd}_\.a\ S ol gias g,y Gl FJ)J
Jolae b ST cppim 01 (53 L ¥ o as€ L Y1)
SSa5) S Sk (8558 Jstae b /A7 WK a5 58
BN ‘fﬁﬁé“fﬁéﬁ&h(\'ZlbeJ.F\“SﬂebUSY
il 3,38 4R o i oled e oy il
2 S ha Y1) i gl Jsaal S ol sine s G 580!
Jsbae sl Lo Ve b ST & pem i 1y (ol L ¥ 5o

) DS, (B35 Il L 07 59538 (B35
BB Y B0 b g eu S a3, ¢ (SUSY S, Ly /A7 K
canles O 558

Llad 51 B mas 5 o conls (o (B35 sl sl
gl gy paday sk 4 S sl 5 a3 oy

e 1y 43S e panad S |y gols 8 o ame ylaie
il (oo Jd o @ 5ol Gl Jpare e

OS5

Gl L psd Gt Jlnh s 25 Ly an3lgn o i
ssans Slad

Ga09 Sosee 4 3203 @elw Y 580 S L Y-

Il VP B Y ol

iGre = sane S, b sane a5 L wasdls a3

el \Y 58 G 005 3l p oSS 8 g5l 4o p S (s < /Y0
08 Sosma 4 32035 o0 09 poS e ¥e L 5 Sha
(¥sY)

o e 930

395 Sl 5 1S 8 L ool peld o sl
eassl

HY 3,8 0038 s (slasols pbs & cucolioa il
iR i 5 5l Oy 9 S e

9518 5108 L B (5035 59 5 w8 o e e 5l s a6
01039 03 5018 oml Bomane s oo i3 uloe i 59
Slams Sy Smsad S smie o Ll A0t 5 ol
(¥) ol

sboliial g lacia oyl ge

Sl K00 55l et b basie (pLu B L Ghlanss
a3 3 e Jml i A3 L 550 phealS oy 50
(V) a2l




Pantone No.:

SIZE : 110mmX150mm
Date : 1402/01/14
Design: H.Naseri

Panton

2735C

Panton

2395C

Drug Description

The active ingredient in_Famotidine Injection is a histamine
H2-receptor antagonist. Famotidine Injection is supplied as a
sterile, clear, colorless, concentrated solution for intravenous
injemion. Each milliiter of the solution contains 10 mg of

famotidine (20mg/2ml). (1,

i ns and Usage

ine injection “is intended for intravenous use only.
Famotidine Injection is indicated in some hospitalized patients
with pathological hypersecretory conditions or intractable ulcers,
or as an alternative to the oral dosage forms for short term use in
patients who are unable to take oral medication for the following
conditions:

1. Short term treatment of active duodenal ulcer.

2. Maintenance therapy for duodenal ulcer patients at reduced
dosage after healing of an active ulcer.

3 Short term treatment of active benign gastric ulcer.

Short term treatment of gastroesophageal reflux disease
( ERD). Famotidine is indicated for short term treatment of
patients with symptoms of GERD and esophagitis due to GERD
including erosive or ulcerative disease diagnosed by endoscopy.
5. Treatment of pathological hypersecretory conditions &eg,
Zollinger-Ellison Syndrome, multiple endocrine adenomas)(2)
Dosage and Administration
The recommended dosage for famotidine injection in adult
[]J_atlents is 20 mg intravenously q 12 h.

he doses and regimen for parenteral administration in patients
with GERD have not been established.
Dosage for Pediatric Patients 1 to 16 years of aE
Studies suggest starting dose of 0.25 mg/kg intravenously
slgjected over a period of not less than two minutes or as a

minute infusion) q 12 h up to 40 mg/day.

For children up to one year of a ge Dosage has not been established.
« Preparation of Intravenous Solutions
To prepare famotidine intravenous solutions, aseptlcall dilute 2
mL of famotidine injection (solution oontalmng mg/mL) with
0.9% Sodium Chloride Injection or other compatible intravenous
solution (5% and 10% Dextrose Irgectlon or Lactated Ringer's
Injection) to a total volume of either 5 mL or 10 mL, and inject over
a period of not less than 2 minutes.
To pre gare famotidine |ntravenous infusion solutions, aseptically
dilute 2 mL of famotidine injection with 100 mL of 5% dextrose or
other compatible solution (0.9% Sodium Chloride Injection, or
Lactaée«(:i1 2|nge|‘s Injection), and infuse over a 15 to 30 minute
perio
« Parenteral drug products should be inspected visually for
particulate matter and discoloration prior to administration
whenever solution and container permit.
Contraindications
Hypersensitivity to any component of these products. Cross
sensitivity in this class of compounds has been observed.
Therefore, famotidine should not be administered to patients with
a history of hypersensltlwty to other H2-receptor antagonists. (2)
Warnings and Precautions
General:Symptomatic response to therapy with famotidine does
not preclude the presence of gastric malignancy.
Patients with Moderate or Severe Renal nsufﬁclency
Since CNS adverse effects have been reported in patients with
moderate and severe renal insufficiency longer intervals between
doses or lower doses may need to be used in patients with
moderate ﬁcreatmlne clearance <50 mL/min) or severe
creatlnlne clearance <10 mL/min) renal insufficiency to adjust for

e longer elimination half-life of famotidine. (2)
Adverse Reactions .
The followm9 adverse reactions have been reported to occur in
more than 1% of patients on therapy with Famotidine in controlled
clinical trials, and ma¥ be causally related to the drug: headache
47% dizziness (1.3 /) constipation (1.2%) and diarrhea (1.7%).

ollowmg other adverse reactions have been reported

|nfrequent|y in clinical trials or since the drug was marketed. The
relatlonshlp to therapy with Famotidine has been unclear in many
cases. Within each category the adverse reactions are listed in
order of decreasing severi
Body as a Whole: fever, asf henla fatigue
Cardiovascular: arrh: hmla AV block palpitation
Gastrointestinai: cholestatic jaundice, “liver enzyme abnormalmes
vomiting, nausea, abdominal discomfort, anorexia, dry mouth
Hematol oglc rare cases of agranulocytosns pancytopenia,
leukopenia, thrombocytopenia

Hypersensitivity: anaphylaxis, angioedema, orbital or facial
edema, urllcana rash, conjunctival injection
Musct musct pain
cramps, arthralgia
Nervous System/Psychiatric: grand mal seizure; psychic
disturbances, which™ were reversible in cases for which
follow-up was obtained, including hallucinations, confusion,
agitation, depression, anxiety, decreased libido; pareslhes|a
insomnia; somnolence
Resplratory bronchospasm
Skin: toxic epidermal necrolysis (tve rare), alopecia, acne,
gruntus dry skin, flushing, transient irritation at the injection site
pecial Senses: tinnitus, taste disorder
Other: rare cases of |mpotence and rare cases of gynecomas-
tia have been reported; however, in controlled clinical trials, the
incidences were not greater than those seen with placebo. (2)
Drug Interactions
Metabolism/Transport effects: None known.
Avoid concomitant use of famotidine with any of the following:
Dasatinib; Delavirdine; Ponatinib; Risedronat
Famotidine ma&lncrease the levels/effects of: Dexmethylphenl—
date; Highest Risk QTc-Prolonging Agents; Methylphenidate;
Moderate Risk QTc-Prolonging  Agents;
Saquinavir; Varenicline
The levelsfeffects of Famotidine may be increased by:
Mifepristone
Famotidine may decrease the levels/effects of: Atazanavir;
Bosutinib; Cefditoren; Cefpodoxime; Cefuroxime; Dabrafenib;
Jasatmlb Delawrdlne rlotinib; Fosamprenawr Geﬂlnlb
ndinavir; Iron salts; lfraconazole; Ketoconazole (systemic);
Mesalamine; Multivitamins/Minerals (with ADEK, Folate, Iron);
Nelfinavir; Nllotlnlb Ponatinib; Posaconazole Rllplvmne
Vlsmodeglb 3)
Pregnancy
Pregnancy Category B
Reproductive studies have been performed in rats and rabbits
at oral doses of up to 2000 and 500 mg/k%/day. respecuvely,
and in both species at I.V. doses of up to 200 ¥
have revealed no significant evidence of |mpa|red ferl ility or
harm to the fetus due to famotidine. There are, however, no
adequate or well-controlled studies in pregnant women.
Because animal reproductive studies are not always predictive
of human response, this drug should be used during pregnancy
only if clearly needed.
Nursing Mothers
Famotidine is detectable in human milk. Because of the
?otentlal for serious adverse reactions in nursm? infants from
famotidine, a decision should be made whether fo discontinue
nursing or discontinue the drug, taking into account the
importance of the drug to the mother. (2)
Overdosage
The adverse reactions in overdose cases are similar to the
adverse reactions encountered in normal clinical experience.
Oral doses of up to 640 mg/day have been given to adult
patients with pathological hypersecretory conditions with no
serious adverse effects. In the event of overdosage, treatment
should be symptomatic and supportive. (2)

including muscle

isedronate;

rage .
Storsg at refrigerated temperature (2-8°C). Protect from light and
freezing.
Packaging
Each 2 ml ampoule contains: 20 mg Famotidine. 10 ampoules
with a Ieaﬂet are inserted into a cardboard box.
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