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For the relief of pain and coughs and for the reduction of fever accompanied by pain.
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Paracetamol 500 mg, Caffeine (Anhydrous) 30 mg, Codeine Phosphate 10 mg.

N'wONA 7Y INnn NNy

Caplet

NnivNYNAIl DITX VAX2 NINIoN NISOoIN ,AINX Y71 D'YATIN Nnnnn D1NnNn D117V DY
yTn NunNwn YT N90IN 077150 0'901 D'I'Y 1YXIA D17V o|2 MO POIR 172 NIINIoN
.0NNN DYNAN DY'RY NON DTV

https://israeldrugs.health.gov.il :nIxNan Twn ANXAY NIDNNN 1aRkN2 DONI9NA |I7VN
,14 71070 2N ,n"ya 72rwanve'R NN NNaN DIvAn 72v12%7 0o T 7Y 09T 17277 N1
.04-8475700 .70 ,2624761 no'n y19n

J2XY [17V2 07V DRDTYA [7aY

N9NNa YIn'wn 194% .2

[..]

severe ) nmn N'N''75 NY*a9 NIDN7 ,NMIMN N'7NNn )7 W' DX X9N7 T 190 ,007N DY 719'0N 17NN
nYA97 0'MNIAl DTN IThNA 0'W1 DN7Y DI7VIN1 0P TN IWRD) 0T NYX IR (renal impairment
["2'¥021712179 7010 72N DX IR 7IN1D7XT7 NIND NNdANN L,D'IRY7? NATHA 7210 120 DX IR ,(DM2RA

AWKD LI7X DTAXNA 0791002 NN (D27131 DT N''Y2) N'71201 NXNN X730 NN 2xn . (NP'0I'vIx)
D'2'NOMN .|*7'X0R1717179 DY TN' Ni772 710N¥9 TWUKRD IR ,qWINN AT 21971 720 [1'N2 7InVx19 1701 0N
JIURPNI NIT7'NA 01N NN NIZIMY NIN'YI 0Y 0NN An' "wi (21707 0wy n'71a0n nxnn v

CONFIDENTIAL

Page 1 of 3


https://israeldrugs.health.gov.il/

poP1T
Rokacet
Sl \ Taro Pharmaceutical Industries Ltd. NIDTT NS YT

PHARMA Taro International Ltd

X7 niysin .4

[...]

(NYaj1 DL NINDYY NIYDIN) NYIT NI'R [NINDYY 'RI7 NIYDIN

MINN N7Nn oy 0'7910N2 ,(N'*72120N NXAN X172N) DT N NIFYAINT DMA7 2179w MmN axn - e
("NoNM2 wIn'w? niyann niITnim NNNTR" 9o 2 719 NRD KIX) 71n0x19] D'YNnunn

:N91NY7 [17V2 0" Y7'Vn DRDTYA [7aY
Special warnings and special precautions for use

4.1

Cases of high anion gap metabolic acidosis (HAGMA) due to pyroglutamic acidosis have been
reported in patients with severe illness such as severe renal impairment and sepsis, or in patients with
malnutrition or other sources of glutathione deficiency (e.g. chronic alcoholism), who were treated
with paracetamol at therapeutic dose for a prolonged period or a combination of paracetamol and
flucloxacillin. If HAGMA due to pyroglutamic acidosis is suspected, prompt discontinuation of
paracetamol and close monitoring is recommended. The measurement of urinary 5-oxoproline may be
useful to identify pyroglutamic acidosis as underlying cause of HAGMA in patients with multiple risk
factors.

[..]

4.5 Interaction with other medicinal products and other forms of interaction

Caution should be taken when paracetamol is used concomitantly with flucloxacillin as concurrent
intake has been associated with high anion gap metabolic acidosis due to pyroglutamic acidosis,
especially in patients with risks factors (see section 4.4).

[---]

4.8  Undesirable effects

Paracetamol

Body System Undesirable effect Frequency

Blood aqd lymphatic Thrombocytopgma Not known

system disorders Agranulocytosis

Immune system | Anaphylaxis Not known

disorders Alle?rgles (not  including Rare

angioedem)

Metabolism and nutrition | High anion gap metabolic | Not known

disorders acidosis

Respiratory, thoracic and | Bronchospasm* Not known

mediastinal disorders

Hepatobiliary disorders | Hepatic dysfunction Not known
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Skin and subcutaneous
tissue disorders

Cutaneous hypersensitivity
reactions including skin rashes,
pruritus, sweating, purpura,
urticaria and angioedema

Very rare

Very rare cases of serious skin
reactions have been reported.
Stevens  Johnson  syndrome
(SJS), toxic epidermal necrolysis
(TEN), drug-induced dermatitis,
acute generalized exanthematous
pustulosis (AGEP)

Very rare

Renal and urinary
disorder
s

Sterile pyuria (cloudy urine)

Very rare

Description of selected adverse reactions

High anion gap metabolic acidosis — Cases of high anion gap metabolic acidosis due to
pyroglutamic acidosis have been observed in patients with risk factors using

paracetamol (see section 4.4). Pyroglutamic acidosis may occur as a consequence of
low glutathione levels in these patients.
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