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Moxypen Forte 250 mg Powder for Suspension

Each 5 ml of suspension contains: Amoxicillin (as Trihydrate) 250 mg
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Infections caused by amoxycillin - susceptible organisms.
Prevention of bacteremia in patients at risk of developing bacterial endocarditis.

NnIvoIn) Ta%7a oM 0IRTYN 07173 1707w VN9 LTIV DIYAY YITINY DIX)A

:!1In!1 ninion

[27x7 17v2 DndTY

N9NNA YIn'wn 194 .2

NI'MSNN |2 NN
,MITN 190IN1 DYAN K77 NISN 7715 ,NINNX NI9NN ,NMINNXY DNEY? DX IX ,Nj717 ANX DX
:NZ17 NNIX OX TNI'M2 .NNY IX X9N7 7D 7Y 190
(uROVINN [120) [VY0Q 719'V7 NIDINN °
(T'on'o IX T'XIAND) ITA'WT IN N2XT7 NIDINN
DMmM'T? 0NA7 N7V - (1971 122) 0T 21777 NIDINN
NI71720 NI7'Y' IR N'NONYT7 217V "7'¥'oINX - [N NNt Nizm
["2'¥'OPINN NI7'Y' IR TINYT NI717Y (D'2*777'¥100 [120) NIZ'0IA'0IN

[IT™I A9 UIn'y
.0'M OI> DY NINNKN |'2 N9NNN NX 710" W

hhihIN[Lath
.N9INNN N7'01 197 KON YYIFNYT W' [IN'N7 012'N'7 N11dNA IX [N DX DX
.N9NNA WIN'WN AT NPINN [DINT Y12 X912 'YYID L' 207 N1IDNA IX NP1 DR DX

N9NNN 2 pranInan 7N 2y alvn yTn

DM N7101 Nawna )2'9471 (7" 5) N'921 (N1 a7n 23 -n NINS NN IT 9NN

NI720-'X 17 W'W X9NN *T-7v 17 K1 DX (9NN 7"n 5-2 01a 3-2) 11210 NN It n9INn
.NDNNN N'7'01 197 KON YVII'D ,0'M'I0N D107 (NIY'AN)

JM7x niann? nna? 217y FD&C red #40 (E129) DIty yax anin n7'on nonnn

nany 11aan? 717y vxima oo .(7"n 5) n'exa (E211) uxima nirTio A"n 2.79 n'7'on nannn
.(nviaw 4 712 1) 0T 7xx (0Tl N 7w nanxn)

?091NN2 ynnwn 1D .3

D'7IN N2 7Y |I'M 1 TNYT IN XON7 TN D19 ,A9NNA [n T7' y72 Niyva ox IX AN Nan 1701 DX
22170% 0717V AN nan YW D1'ON .0"1'MONA WN X7 NNIX DX DA ,JN'R N9INNN NTIX NIX XA
.nMimn NMINNo



teva

X117 niyoin 4

77N 'XI7 NIY9IM? nNat 717y noNn? nzax a"n 250 NS [9'0INd WIN'WA ,NDINN 721 1D
[N NNX QXN 7120N K71 PN URITD NIYOIN NN'wY RKPnY? 702N 98 .0'wnnvnnn

:D'NAN DN X917 T N9 719100 NN 'o9a? wr
:(100 yinn p'wnnwn 1-10 2 Ny'sIMy NIYSIN) NINDY X117 NIYSIN
N'MT AKRIY ;7YY ARED ;NN ;DYDY 7Y DINNKR NIYOYA IR VA NIETOoN ;N9

(1,000 3inn p'wnnwun 1-10 2 NIY'SIMY NIYOIN) NINDY [I'RY *XII'7 NIYOIN

IV NIFNID7Y ,NN'WI "7 ,|NAd 01V X NIN'O] (12D NOIN NAN7X NAIAN) 0'0j77'0IX
N17'N2 |1Ad) TAd2 NI'YA YW 0'RoN (VDY MY [12d) NIY7d2 Nirva 7w n'amon ;i '917'71 nnMo
(N> MY 1Y I DY'YA 7Y NANYDL|9IT NIRXIY NID'Y L]0 AN ,NIWAI NNTIN NIRPNI

(10,000 yinn p'wnnwn 1-10 2 NIY'sMy NIYosIn) NN 'R NIYoSIn

NNMN NN 'K’1? Nsin ;(71ya 0'e17' i NINIBYY ,NYSY *INT D'AIV9NA'0) N9 IN NIV NAIAN

)SCAR-Severe Cutaneous Adverse Reactions na y'swn? ni717vw nnmn niMiy niaan (

:DINX DMK 7Y

,0"'WN 7Y DA Y'OWUNT D17V WK (D7 72 IR DY) NIV DINIDYY IN ,D'URWR 017 e
YN YIAXD 'YW VA ARD Y7 DINNN NI0™MA ,N9NIN ANN9 LTI, AN AN IR RN L,NON
(1ax ,nan¥n ,DTIX)

D290 IX D"'VN 7Y DTIXININ'OY @

21V'w NINIS) N9N'™7 NIVIZA ,9IA2 DAND ,NNININY ,DIN ,NYOY N'NT NWAIN @

NTN2 NINID 'R IX QXD ,NN'WI XIj7 @

ININAD 'KII7D NIYOIN NIY'SIN DX K92 YyIa? ur

:(100 yinn p'wnnwn 1-10 2 Ny'sIMy NIYSIN) NINDY 'Xi1I? NIYSIN

IX DAINY ,0MIN D'MND) D772 D"I'WN Yaxd "' ;(Iw7a Np'7T) N'vw NN NNy 1wy
NTIN ;NINNO ;(DMI9R

(1,000 3inn p'wnnwun 1-10 2 NIY'S>IMY NIYOIN) NINDY [I'RY X117 NIYOIN
NIN'O ;0192 NNM9 ;TA,(NTOI0) NI AR

(10,000 3inn o'wnnwn 1-10 2 NIY'©My NIYOIN) NN X7 NIYSIN
DT NIZ'T2 7¥ NIRXINA DV11'Y ;NIANINNA D'1I'Y IX 71272 5(R"NI01'KR) DT'NY 'wIp

X9 |17va DTy

5. CONTRAINDICATIONS

Moxypen Forte is contraindicated in patients who are hypersensitive to this drug or to any
ingredient in the formulation or component of the container.

A history of a previous hypersensitivity reaction to any of the penicillins or cephalosporins is
a contraindication.

Moxypen Forte (amoxicillin) is also contraindicated in cases where infectious mononucleosis
is either suspected or confirmed.

6. WARNINGS

[.]

Severe Cutaneous Adverse Reactions

Severe cutaneous adverse reactions (SCAR) such as acute generalized exanthematous
pustulosis (AGEP), drug reaction with eosinophilia and systemic symptoms (DRESS),
Stevens-Johnson syndrome (SJS), and toxic epidermal necrolysis (TEN) have been reported in
association with beta-lactam treatment. When SCAR is suspected, MOXYPEN FORTE should
be discontinued and appropriate therapy and/or measures should be taken.
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7. PRECAUTIONS
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Moxypen Forte 250 mg Powder for Suspension contains 2.79 mg sodium benzoate
(E211) in each 5 ml. Sodium benzoate may increase jaundice (yellowing of the skin
and eyes) in newborn babies (up to 4 weeks old).

Moxypen Forte 250 Suspension contains FD&C red #40 (E129) which may cause
allergic reactions.

Moxypen Forte 250 mg Powder for Suspension contains 3.20 mg per 5 ml, less than 1
mmol sodium (23 mg) per 5 ml, that is to say essentially "sodium-free".

8. ADVERSE REACTIONS

As with other penicillins, it may be expected that untoward reactions will be related
to sensitivity phenomena. They are more likely to occur in individuals who have
previously demonstrated hypersensitivity to penicillins and cephalosporins and in
those with a history of allergy, asthma, hay fever or urticaria.

The following adverse reactions have been reported as associated with the use of
Moxypen Forte:

Gastrointestinal - Nausea, vomiting and diarrhea, hemorrhagic and
pseudomembranous colitis. Clostridium difficile-associated disease (CDAD) has been
reported with use of many antibacterial agents, including amoxicillin. Glossitis, black
"hairy" tongue and stomatitis, mucocutaneous candidiasis, tooth discoloration
(brown, yellow or gray staining); most reports occurred in pediatric patients.
Discoloration was reduced or eliminated with brushing or dental cleaning in most
cases.

Hypersensitivity Reactions - Skin rashes have been reported frequently. Less
commonly, a few cases of serum sickness like reactions including urticaria, erythema,
erythema multiforme, angioneurotic edema, pruritus have been reported. Rarely,
Stevens- Johnson syndrome, toxic epidermal necrolysis, bullous dermatitis,
exfoliative dermatitis, acute generalized exanthematous pustulosis, hypersensitivity
vasculitis have been reported.

Anaphylaxis is the most serious reaction experienced and has usually been
associated with the parenteral dosage form.

NOTE: Urticaria, other skin rashes, and serum sickness-like reactions may be
controlled with antihistamines and if necessary, systemic corticosteroids. Whenever
such reactions occur, Moxypen Forte (amoxicillin) should be discontinued unless, in
the opinion of the physician, the condition being treated is life threatening and
amenable only to amoxicillin therapy. Serious anaphylactic reactions require the
immediate use of epinephrine, oxygen and intravenous steroids.

Hepatobiliary - A moderate rise in serum glutamic oxaloacetic transaminase (SGOT)
has been noted, particularly in infants, but the significance of this finding is not
known. Transient increases in serum alkaline phosphatase and lactic dehydrogenase
levels have also been observed but they returned to normal on discontinuation of
amoxicillin. Reports have also been seen of hepatic dysfunction including cholestatic
jaundice, hepatic cholestasis, acute cytolytic hepatitis,
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Hemic and Lymphatic Systems - Anemia thrombocytopenia, thrombocytopenic
purpura, eosinophilia, leukopenia, neutropenia and agranulocytosis have been
reported during therapy with the penicillins. These reactions are usually reversible on
discontinuation of therapy and are believed to be a hypersensitivity phenomena.
Reports have also been seen of anemia including hemolytic anemia.

Central Nervous System - As with other penicillins, acute and chronic toxicity is not
a clinical problem. Although penicillins do not normally cross the blood-brain barrier
to any substantial extent, if massive doses are given (several grams per day) to elderly
patients, patients with inflamed meninges or patients with impaired renal function,
toxic reactions are likely to occur. At extremely high doses, convulsions can occur.
When penicillin reaches a high concentration in the cerebrospinal fluid, neurotoxic
symptoms consisting of myoclonia, convulsive seizures and depressed consciousness
may occur. Unless administration of the drug is stopped or its dosage reduced, the
syndrome may progress to coma and death. Dizziness, hyperkinesias, hyperactivity,
agitation, anxiety, insomnia, confusion, and behavioural changes have also been
reported.

Skin and Appendages - erythematous maculopapular rash.

Renal - Crystalluria. Interstitial nephritis (oliguria, proteinuria, hematuria, hyaline
casts, pyuria) and nephropathy are infrequent and usually associated with high doses
of parenteral penicillins; however, this has occurred with all of the penicillins. Such
reactions are hypersensitivity responses and are usually associated with fever, skin
rash and eosinophilia. Elevations of creatinine or blood urea nitrogen may occur.

9. DRUG INTERACTIONS

Methotrexate: Penicillins compete with renal tubular secretion of methotrexate,
resulting in decreased clearance of methotrexate. Concomitant use may increase
methotrexate serum concentrations, with increased risk of toxicity.
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