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Summary of Product Charactcristics

t.Name Of l.ne mcdiq

L-Carnitine plus Film Coated Tablet

. 2. Qualitative Apd Ouantitative Composition

Comrrosition

Ilach film coated tablet contains:

Active ingredients :

L- Carnitine L- tartarate

'- 683 mg L- carnitine
1000 mg In-House Specifications

Zinc glr.rconate 50 mg USP 35

Inactive ingredients :

Mannitol anhydrous 50 mg B.P 2015

Magnesium stearate 20 mg B.P 2015

Aerosil 200 5mg USP 35

Avicel plI 101 95 mg B.P 2015

Povidone I{ 25 50 mg B"P 2015

Acdisol 50 mg B"P 2015

'I'alc 30 mg B.P 2015

Composition of film coat:

Ilyclroxypropyl methyl cellulose

1 5cps
75 mg

B.P 2015

Titanium dioxide 5mg B.P 2015

Polyethylene glycol 6000 15 mg In-House Specifi cations

Magnesium stearate 5mg B.P 2015
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Enshas El Raml, Sharkeiya

Tel : .2 055 2820406

+2 055 2822711

Fax: *20552822690

Mob: .2 0122 7693336

+2 0122 7693337

Abo Sultan - Fayed

Tel : +2 064 - 3400360

Fax: +2 064 - 3400876

Scientific office:

Secondery Trade Building,

Entrance No.5, Fifth Area

Sheraton Helioplis, Cairo

Zip code '1'1361 Heliopolis

fel: +202 22673175

+ 2 02 22673176

Mob : +2 0122 7693377

.2 0122 7693384

Fax . +2 02 22674934

Alexandria Ofrice:

21, Mostafa Kamel Towers

Flat: 33

Tel : +2 03 54 57 140

Mob: *2 0122 7693399

Fax: *2035457 140

3. l'h:rrmaceutical lt'orm :
,e,LEll

'i+!r'irr-Jnlru'r-i"i Filn, Cloated Tablets for oral administration
.t.aof^f.r.1 ,Jl,{$
.f.0d tAf fvt I

-r.oor^rr11. ,u,-sri 4. Clinical I'articulars:
-l.lIfv1lrrr1,Jee

.r. rrrvllrrrv . 4.1 'I'her:rpcutic Indications:
1Li -;LLl- 9i
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and carcliac mttscle myopathy. hepatic encephalopathy.
,u<-trJt , '<u- Secondalll-_-_lql]Itinc defrciepcy due to genetically determined disorders:

;trl &tiJr ;+l -!F* 
-"-,r",.1".rI",ri,, acidr-rrea and disorders of beta- oxidation

rrrlr 6'r,r+irrrLeiJr- Secondary L-carnitine deficienc), due to acquired conditions:

., ,,i,i;-;#- Hcamodialysis and renal fanconi syndrome, anticonvulsants: sodium valproate,

. r. rrlvnvi pivampicilline therapy

-l lll;il'fi: 
r*- Idiopathic asthenozoospermia

-,.,,lurrr, , o,sr,- l,-Carnitine has cardio protective effect during antineoplastic therapy.

,;,. <...'xr .."- ltnprove alhletic perfbrmance in healthy subjects
JalS -,la..a Ll ! : eLL€
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.f.talovl!. ,;9-!t:

.f. I rfV11flll 'J9e
.f .16l0v1r. , JJG



Arab Company for pharrnaceuticals. & Medicinal Plants s.a r Mf PACO - MEDNFOOD

r9-igs--o-$.Sl_.,.n-a ee;; llll cr[-:l ,:ll9: lgriJJj .f olf ;sJ-irjl

ilIEDI
.^.\(w
*ffif-' -ffiil

tr\\R'
trtrH

d\tH,
ffi*

!r-!:7-l:r'.ffi
''t;l'i'-'

Factories:
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' zl.2 Posology And Method Of Administration:

1-3 tablet dail,v during meal , or as directed by the physician

. ;l.3Contraindications:

None known

. 4.4 Spccial Warnings And Precautions }.or Use:

Patient should consult the doctor belbre taking l-carnitine plus

. 4.5 lnteraction With Other Medicinal Products Ancl C)ther ForttDlQf
Intcraction:

. Several clrr-rgs may' afl'ect the levels of carnitine in the body" For example. adefbvir

dipivoxil, which is given fbr hepatitis B. may reduce fiee carnitine levels.

Cephalosporin antibiotics may reduce plasma carnitine levels. Anticonvulsants

lpherrobarbital. phenl,toin. and carbamazepine) may decrease serlrm carnitine rn

children. Cisplastin nral increase ulinary excletion of carnitine. Ifost-amide. a

chemotherapy clrug. mal inclease urinary loss of carnitine: however, use of carnitine

ph-rs ifbstamide may help reduce fatigue (side efl"ect of ifbsfamide treatment).

Patients sufTering from neuropathy (nerve damage) induced by nucleosides may have

reduced levels of acetyl carnitine. Penicillin derivatives (pivaloyloxymethyl

esterifled, pivampicillin. and pivmecillinam) may decrease the serum carnitine

concentralion. elevate excretion of acyl-carnitine, and reduce muscle carnitine

concentration in adults and children.

L-carnitine may decrease the need for certain drugs, such as glycosides, digoxin.

diuretics. beta-blockers, channel blockers, hypolipidemic (cholesterol-altering)

drr-rgs" :urcl nitro clerivatives. L-carnitine supplementation may reduce side el'Gcts

associated with interleukin-2 (IL-2) or nortriptyline. It may also improve liver and

muscular side eflbcts associated with isotretinoin in acne patients. Carnitine may

reduce nerve damage symptoms associated with paciitaxel use. Carnitine may

prevent arrhythmias (abnormal heart rhythms) provoked by Adriamycin. which is

used in cl-ren-rotherapy"

L-carnitinc may decrease the need for antiarrhythmics (medications used to treat

abnormal rhythms in the hearl). Carnitine plus propafenone may improve arrhythmia
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(hearl rhylhm) better than propaf-enone aione. L-carnitine may decrease the neecl fbr

anticoagulants ("blood thinners"), such as warf-arin or heparin. Several combinations

have shou,n positive interactions. For example. sildenaf-rl and propionyl-L-carnitine

may be morc eflective than sildenafil alone. Although not well studied in humans. L-

carnitine used concurently with antiviral agents such as zidovudin (Retrovir@)) or

carnitine used with nortryptiline may also have a positive interaction that redtices

side elfects. L-carnitine plr-rs acetyl-L-carniline plus cinnoxicam has been for-rnd

more et-flective in improving sperm parameters as compared with L-carnitine plus

acetyl-L-carnitine alone.

. Patients with diabetes should use caution because L-carnitine may decrease blood

sllgar. Flowever. carnitine levels did not change in diabetics using insulin or

sulfonylurea therapy. I1 is unclear whether L-carnitine u,'ould have similar effects

r,vhen combined with other medications that lower blood sLlgar. Althouglr not weil

studied in humans. carnitine may increase valproic acid concentrations in the brain,

r,vhich might increase the effects of valproic acid. Caution is advised lBenvenga er

al." 2Q01: 'fhomas S, et ol.. 1999).

" 4!L Plegnancy And Lactation

No aclequate and well controlled stuclies in pregnant or lactating women.

. 4.7 Mfects On Ability'fo Drive And Use Machines:

No inlbnnali or-r prov iciccl

. 4.8 Undesirable MTects:

. 5. Pharmacological Properties:

www. mepaco-pharma.net
Operatins under Law 43 lssuyd$6:"6TT."'"1 Resister No. 866 - capital 400 EGP Million

6-,@ qji jr& t. . - p;rf t ;Ul !'lrrt .*l All FjJ JLu dlli$, 11v, N lr JrG e&v &L

@-
KECISTR^R

Qts&! ilt
Mta:

QM
usll s
toitffi

li;l !
"**3'\"EGAC

Enshas El Raml, Sharkeiya

lel : +2 055 2820406

*2 055 2822711
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Abo Sultan' Fayed

Tel: +2 064 - 3400360
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Scientific offce:

Secondery Trade Building,
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L-carnitine Mepaco has no signilicant side effects.
,grsU

,i;-ut - t-..rr -t-lri*-:,;,.;{ i;ftarely oral L-carnitine in high doses calrses nausea and diarrhea,especially at the beginning
.r'oor^Irvrr of usage . in this condition it is advisable to continue the treatment and symptoms will
,l.oofAft11., -,Jb,,

.;l;;;;;,r;; fidisappear gradually lransient nausea and vomiting have been observed.
-r. l ffvllrrrv

11"-r,",...r1I,ess lrecluent adverse reactions are body odour, nausea, and gastritis.
.r.1!r!'.11. .;e-{1";
I'1rrt'.Av1 , -Jtir . 4.9 Overdose:

-o&Jl ,-:.("il

,rL:Jr6,r.,r1"*.r1-o,p- Rarely oral L-carnitine in high doses causes nausea and diarrhea ,especially al the beginning
rrL*4.'isrr!i"irarrof usage , in this condition it is advisable to continue the treatment and symptoms n'ili
11111 .r+ eir elrLi-JI ,.".,],TII;disappear gradually transient nausea and vomiting have been observed.
.t.It1vr1vo,J!,tlj
- r'rrlvrrvl l,ess liecluent advcrsc reactions are body odor. nausea, and gastritis.
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MtDtFoooL-carnitineisanessentialco-f-actorthatexertsabeneficialetfectindifferentpathology
lnvolving both vascular and muscle tissues.

(@ 
ffi L-carnitine is an amino acid clerivative of lysine and methionine"

d\ :::! L-earnitine is an essential co-lactor of fatty acid metabolism in skeletal muscle, heart and
\R/ Nx tiver
H,tr# HHili

ffi *rx :- :::. il,."":i:.'il:;i:;:::,":i"ilHffi:'ru*y u.iaacr.ss,he

.. _S.2,, .,,*_t'-l membrane of the mitochondria which stimulate its energy production. so L-Carnitine is

".ifili.-' EGAC cellular mitochondria.
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Zinc is mineral that utilized in rninute quantities in practically every cell in the human body
It is essential lbr the proper functioning of nervous system and optimal immune response.

Zinc also has special roie in reprocluctive process, being as it is crucial in the deveiopment o1'

sperm in malcs and o\,um in f-emales.

. 5.lPharmacod\,namicsProDerties

In the mllsclc cell l,-carnitine is the molecule that transporls long chain fatty acids across the

membrane of rnetochondria r,vhich stimulate its energy production. so L-carnitine is

considered a natural metabolic modulator as it is the essential lactor for fatty acid oxidation
into cellular mitochondria.

L-carnitine is readil.v absorbed. the rnaximal concentration is reached after 4 hours, L-'
carnitine is eliminatcd ir"r urine. i1s half--lif-e is nearly 15 hours

. 5.2 Pharmacokinetic Properties:

. Evidence indicates L-carnitine is absorbed in the intestine by a combination o1 active

transport and passive dillusion (Li et al., 1992). Reports of bioavailability lbllowing

an oral dose (0.5-6 gran-r dosage) have varied substantially. with estimates as low'as

l.{-18 percent (Sahajwalla et a|.,1995), and (Rebouche 2004) and as high as 54-87

perccnt (Ilach el u\.,1983: Rebolrche et a|.,1991), Less is known regarding the

metabolism of the acetylated fbrm of L-carnitine, acetyl-L-carnitine (ALCAR);

hcrwever, bioavailability of ALCAR is thor-rght to be higher than L-carnitine. l'he

reslrlts of in vitro experiments suggest that ALCAII is partially hydrolyzed Llporl

intestinai absorption (Gross et ol.. 1986). In humans. administration of 2 grams of

ALCAI{ per day fbr 50 days incrcased plasma ALCAIT lcvels by 43Yo, suggesting

that some acetyl-L-camitine is absorbed without hydrolysis or that L-carnitine is

reacetylated in the enterocyte (Itebouche 2004).

www. mepaco-pharrna.net
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Oral supplementation of L-carnitine in individual dosages greater than 2 g appears to

ol-Icr no advantage, since the mucosal absorption of carnitine appears to be saturated

at abolrt a 2 g dose (IJarper et aL.,1988). While bioavailability of L-carnitine from the

diet is qr-rite high, absorption from oral L-carnitine supplements is considerably lower.

Supplemental L-carnitine is mainly absorbed by passive diffusion (ltebouche 2006).

Maximum blood concentration is reached approximately 3.5 hours after an oral dose

and slowly decreases. with ahalf lifb of about 15 hours (Bach el a|.,1983), In healthy

people. carnitine homeostasis (balance) is nraintained thror-rgh endogenous

biosynthesis of L-carnitine. absorption of carnitine fiom dietary sources, and

elimination and reabsorption of carnitine by the kidneys (Rebouche et a|.,2004').

Elimination of carnitine occllrs prirnarily through the kidneys (Rebouche CJ., et al.,

1991). Itenal reabsorption of L-carnitine is norrnally very efficient; in t-act, an

estimated 95% is thought to be reabsorbed by the kidneys (Rebouche 2006\"

Therelbre. carnitine excretion by the kidney is normally very low. However. several

conditions can decrease carnitinc reabsorption efticiency and. correspondingly.

increase carnilinc excrelion" Siich conditions inch-rde high fat (low carbohydraie)

cliets. high-protein dicts. pregnancy, and certain disease states (Rebouche et ol..

1gg3).In acldition, wiren circulaling L-carnitine levels increase, as in the case for oral'

supplementation, renal reabsorption of L'carnitine becomes saturated.

resnlting in increased urinary excretion of L-carnitine (Rebor"rche 2004). Dietary

or supplemental L-carnitine that is not absorbed by enterocytes is degraded by colonic

bacteria to lbrm two principal products, trimethylamine and gamma-butyrobetaine.

Gamma-butyrobetaine is eliminated in the feces; trimethylamine is efficiently

absorbed and metabolized to trimethylamine-N-oxide. which is excreted in the urine

(I{ebor-rche 1992).

'l'he heart, skelelal muscle, liver, hidneys. and epididymis have speciflc transport

systems tbr cerrnitinc thal concentrate carnitine within these tissues. Despite evidence

indicating increased levels ol fiee carnitine and carnitine metabolites in the blood and

urine lbllowing an oral dose, no significant change in red blood cell carnitine levels

r,vas notcd in healthy subjects, suggesting either a slow repletion of tissue stores ol

carnitine lollow'ing an oral dose or a low capability to transport carnitine into tissues

under normal conditions (Baker et al., 1993).
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. 5.3 Preclinical Safety Data

ffit A31- \o published data

ffi k=m 6. pharmaceutical particulars-affi
ffi?,k -Hlf,il* . Inactive ingredients:

* ffi Mannitol anhydrous 5o mg BP 2o1s

..nn,a,,i. .,.rrc,, Magnesium stearate 20 mg BP 2015

,iV?* /;fu\ Aerosil2oo 5 ms USP 35

ffi ffih Avicel pH 101 e5 ms BP 201s
Povidone K 25 50 mg BP 2015

::::'j:":;*,.,,sharkeiya Acdisol 50 mg BP 2015

':._,7;ST,{i rarc 30 mg BP 201s

Mobt +2012276s3336 t Film Coat:
+2 0122 7693337

:il#;"",_x +i1ff;ffiil"'iffi:"' ;ilE Bi;3[
scierri,ieorrice: Polyethylene glycol6000 15 mg BP 2015

seconderyrradeBuirdins, Hydroxypropyl methyl cellulose 1< ^- BP 2015
Entrance No. s, Finh Area 1 5CpS 

7 5 mg

Sheraton Helioplis, Cairo

zip code 1i36r Herioporis . 6.2 InCOmpatibilitieS:
Tel | +2O2 22673175:;t,,:x iJ. "i'r:'#;#':,ffi:T,,'.,'#", ffiff':I;::T',:;,,,.
Fax:+20222674s34 - No genetically modified organisms (GMO) have been used in the
Arexandriaofftce: preparation of these products.
21' Mostara Kamerrowers - No incompatibilities with the excipients or packaging materials have been
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. 6.3 Shelf Life
'8r '^lt

;.iyt.rr_&lropt i..;i Three years
-t.06tAf.r.1 :Orj+l:
.t.00fAftvt I

+r.oor^rr11. :uAiLi . 6.4 Special Precautions For Storage:
.f. I ttvilr rr1 , J$4-.r.rrrvllrrrv No special precaution for storage

sG - 6lL I .- 9:i

't'lttt"tl" c,"# Store in dry place at temperature not exceeding 30 oC
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. 6.5 Nature And Contents Of Container

Carton box contains 2 (Aluminum* PVC) strips each of 10 tablets.and inner leaflet

" 6.6 Special Precautions For Disposal Ancl Other Handling:
.f.ff1vilv1

-t' rrrvlqrrvv J* Keeo out ol reach of childrenrI.lftvlqrrAA
-I.IIlvrlr' : J*tLi
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www. mepaco'pharma.net
operatins Under Law 43 lssuePAg6trUI*f.,al Register No. 866 - capital 400 EGP Million
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Arab Company for Pharmaceutieals. & Medieinal Plants s.a.r MEpAe0 - MfDlfO00
raigr-.-o-gSL--ti. ppr:,; l'tLjf gl :l ,:U9; tgrlU j , rolf ;5;t-iJl

. 7. Marketins Authorization Ilolder:

Arab Company lbr Pharmaceuticals & Medicinal Plants (Mepaco - Medi fbod) Ilgypt

E. Markrtine Authurization Numbtr(S\

Reg. No: 27l0ll20ll

. 9. Date Of Fi{st Authorization/Renewal Of The Authorization:

Iteg. No: 2710112011 Authorization date: 20 I 01 l20l 1

R&D Manager
D-l

NIoh;tffid Eldegwy

www. mepaGo-pharma.net
Operating Under Law 43 ,""*Pardef 

bTTrcial 
Register No. 866 - Capital 400 EGP Million
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Factoriesi

Enshas El Raml, Sharkeiya

Tel : +2 055 2820406

+2 055 2822711

Fa : +2 055 2822690

Mob: +2 0122 7693336

+2 0122 7693337

Abo Sultan - Fayed

Tel: +2 064 - 3400360

Fax +2 064 - 3400876

ScientiEc ofiel
Secondery Trade Building,

Entrance No.5, Fifth Area

Sheraton Helioplis, Cairo

Zip code 1136'l Heliopolis

Tel : *202 22673175

+ 2 0222673176

Mob . +2 0122 7693377

+2 0122 7693388

Fax : *2 92 22674934

Alexandria Office:

21, Mostafa Kamel Towers

Flat: 33
'fel : +2 03 54 57 140

Mob: +2 0'122 7693399

Fax: +2035457 140
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