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Muscol Tablets nYaL HIPOIN

Contains: Paracetamol 500 mg $99¥91 9NN MNM oV

Orphenadrine citrate 30 mg
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Relief of mild to moderate pain of acute musculoskeletal disorders.

MADIN) 1aYa 029930 02399130 8999 19nYY 119292 ,199NY RDIY NYYM 1998Y PonY WNNAY 13892
1(PINN LOPLI YN MIDN) DTN MINPN

1998 1Yoya 029191y

N9NNA VIn'yn 1197 .2
[...]

:OX T'N 17¥ X917 190 ,N91NNA VIn'y 17ana
D'22IN0oN DNV D'YINIED'PT'N 1AW A¥N) 0T NZX IR IMN M 1 7710 nwp n7nnn 7210 nnx

['7'¥01717179 DA 7011 NNIN DX IX ,"11ND DT'2INI7R ,NAITh NN, (DMa'ka 7ra? 0'2:aini 0Tn D1

N7 D'A¥N] 0'71N2 NHT (9120 7721 DT NIR'PN 'X) N'71200 N¥AN NP0 MmN 2¥n .(N7'01I'vax)
DY 217'wa 71N0XYKID 1701WD IN NDYINNA N9IZN (W7 721700 [12'N 71N0XKID 1701 TWUKD
,0'NNENFZINY NN'YA DY DNINN NN'wa 'y 2170% 0wy n'iaun n¥nnt ntnivsn'o L'7xopi 1o
JQIXPNI N7'NA NYINN 01N

[.]
NI'NSINN-|'a niian

]

NXIZ1 NIRT NYI9N) 9Ia0 8771121 DTA NIYIONT 330N [12'0 27y ,(N'0I'A'0IR) |'7'X0pI7179—e
QINT 719'0 NIA"'NN WK (High anien-gap-metabolicacidosis—Haa- 3R m-BYy-N'712010 N¥xNN
BOR-FArA- AR FRAA("DR T'n 17w X91N'7 190 ,N9NNA win'y 17nna" — 2 9'wo nX1)

[.]

X117 niyoin .4
[...]




teva

:NI90Nn 'XI7 NIYSIN
ININAD 'RI70 NIYSINN NNX NY'DIN OX X917 N1

[...]

D'YNNYNN YR 7NN oy 0'72ina (N1 '¥nin? DTN DX 1907 710'y 2mn axn) n'7aon nxan e
[N X7) DVIT DR IT 'RI7 nwoin 7w nnin»y .("'nonna wim'yn 19Y" — 2 Q'vo nX1) IT N9NNA
.(0D1'ATh DIIMINN NINDYD DX YWn?

[.]

N9YY YYya 03191y

4.4. Special warnings and precautions for use
[...]

Paracetamol
-]
Cases of €a 5
%e—mere&sed—&s—k—ef—hlgh anion gap metabohc a01d051s (HAGMA) due to pvroglutarmc amdosm
have been reportedpartiestarhy in patients with severe illness such as severe renal impairment;
and sepsis, or in patients with malnutrition and 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 flucloxacillinas-weH-as-these-using-maximum-daily
deses-of paracetamol. [f HAGMA due to pyroglutamic acidosis is suspected, prompt
discontinuation of paracetamol and Eclose momtorlng, including measurement-of urinary-5-

exopreline; 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. Interactions with other medicines and other forms of interactions
[...]

e Flucloxacillin: 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. Adverse effects (Undesirable effects)
[.]

Paracetamol

[...]

e Not known: (frequency cannot be estimated from the available data): Metabolism and
nutrition disorders - High anion gap metabolic acidosis (HAGMA) [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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