clonazepam 05 mg, &2 mg tablets

Compost
o ol (nnuuu

05 mg ablels
v mrdint Gomnepan 05 mg

PVP X1 (Crospoidone, PP K50, Magesium Searale, Purifed i, Ptent b,
Croscarmelose Sodiun.
motril 2 mg tablels

eingredicnt:Conazepam 2 mg.

3 ) IV KGO, Purifedtl Patnt e,
Coscamelsesom

Pharmaceutical for

A.m..u N loge

a0 2 el can be e o el o
CUNICAL PARTICULAR

Therapeuic indicaton

A ol s of gt s s s, i e s, spcily ahsence seures plt ma) o ahypcl absence,
ey o sty el o donk s (g ol ptl ol scires vl ey o comples Sy, s
Posology nd method of sdministration:

Posology:

Ad

Intl dose not o exceed 1 mg ofClonazepam day
Th malnace dosig o s oyl it e range -8 mg.

derly:
il ose shk ot exced 05 g, of Clnazepam (day, The lderl i parcaarl sense 10 the flecs ofcentally depresant drugs and my
et confson

ren and I

Il o shouk ol xced 05 mg of G, m, ol e
Thematrace dosag ol ls i e

some forms of chidhaod epipsy,certan p s
s the dove or lempie et i onsepan o5 x5 ek D e emopton sy crefobcion s
n ded

a5e o be adequalely controlled by conazepam, Corirol may b re-esablshed by

eatcimparment

Method of administratio:
or ol adminsicaion

doses. o has
cen four

T dowge of dorepan it b e o et f e i and depen o it e b ey The e
dosage mustbe delermined according o calrespanse and tolerace

The dy o shos s el o3 or 4 dos houghout the doy. I dose ar nt equaly dhaded, e lrgest dose shoukd be ghen befre
\mu\?nnmm i o mor an one e i g  common e i e et of sy x4y be e it
donazepam The dosage of each drug may be requied 0 be adusted 1

Lactaton:
i pses o b el ik i sl s oo, Amol ekt b i o i s

mmx onabityto drive and 0 use mchines
g prlng machiney and ol s s okl be v when i concpo especly g e s e s of

et o i equi oo o conpon. twosts . S or s s o g Y iy S rhos

depening o e s

s cn dow e s n st it he o v el o ot mafinery s nped This el i gt by

Consumptonf o

Dring,

e dw ison for alowing the

S e st i e o a1 Shou b s 0 e Pl e 1 et o G

The medicie i el o afect your abilty o drve
Do ot e vouloon o e e e
o e il i e e o medine

Mo oot b ol oot ol sttty e
The e s b prsrbed ot mede o derol o

e ke accoring o the niuchons gen b e e
e maion o i e mre.
st g your i o ive iy

Undesirable et
The s o otk i an askrisk () are sl Vanstry and dsappear spancously as esmen contncs or i dose redcton. They
fend o occur el rdced i nolaveided,

Blood and he Lymphlic sysem disorders:
Isobld cass ofbood dyscrasias
Immune system disorders:

Alrreadionand s e o css s d e
Endocrin disorders

chiatrc disorders and Paradoic

Peychiatric diso dovical
Aottogade amnea sk s a Nghr dosagesh Annesic el may b assocled vithiapropi behir Depresion loss o o,
impolence

Uik of benzodazepines may lead 1o the development ofphysical and pychcogal dependence pon these product. The rik of dependence

hostiy, ity i dreams, by, agtation,
ol dsordrsand ot of s o o o 1 e o e b o corto e s e e s
s i add analher

stom disorders:
Diinss i hadednes, sommolence’, e, rdinaon dsebancs’, pocr conceiaion, slessress, confson and dscrension
beadache

e sl et o ey ot o oot oy 1 . ot o o e o on o f e s Ty
can e poraly prevented by incrcasig he dose onfy o th s of rcatme

ial
g may . gk sy o s Ao Ut s dwmx«
e

oy e comons e pits

Rorey, convlsions may b induced i patents with porphyri
fye disorders

dose reatment.
Common:Nysgus

Cardiac dis

Cardi e nchading o aest hs ben rpored

Repitony Thorc nd el o

s ffec may
e e b e i sy oo o o o o ot o e e i e e Tl o

p adegreeof
Supervsion of he away may b reuired
s d
oy Nawes o symploms
gl iry dsonders
oot o b ool i s e b et
Skin and Subcutancus ss
Rorey:Urtar s bansent parlosspgerstonhnges
Musculoskelelal,Connecive issue orders:
Nk eskness ccasons mosc hpoioi:

e may il oniol the sals.Be ' an s anomalsant egene, | shouk b
e ot e o i el iy sl e of b e oy, g s b e o

Contraindica
vy o i sbsace oy he xpirs.
pulmonary nsuficency P 3 myastheia gravs,
i drugsor skchol

Amotril

Warnings and Precautions:

Suicidal behavor:

S o s e o b st pts sl o st s sl cons A of i
e mechanism ofthis sk s

donazeporm Th
ARSI el o ehrs ot st e b0l o, s o g oty S0 e e 1o
medicl adice shouldsigns of suicidal dtion or behavior emerge,and o any unusual changesin mood or behitior

dose supenisi
s il o  pallrts i i plmenary ufeny o i vl o et ncon e, and n e ety o bl
these cases, dosage shoukd generaly be educ
Gy o5, g 0 i the er or

feg, dhvonic obstucive

Rarcy Uriaryinconiience.
Reproducive system
Inrre s rcte o s of o oy o
eral disorders and Administration site condiions
Wb e pycl dpendene s w(rwk)nrr\ bt tmiaton f e il be ccompaned by wibbanst sytoms. Dung
long o e, develop, especialy witaning i the day dose is reduced rapidy or abruply
dicontiued The ymplons e emor, swetng agttion decp dtances ey Ieaisches misce g xvene e, enson
restessness, cofson bl nd i evere
e drlgaton dpersonzaton, s i i i, m,wm.w g, nose and physal contct
orhah i e carid cut by
o g e i do.
njury, Poisoning and Procedural complicatons:

Investigations:

Pediatric population
For pedtc speciic vents pleas refer to the iformaion lised under headings: ndocrine disorders and Resprtory, Thoraic and Mediasinal
ystem disordrs i sctons Undesabl s

Do ottt treatment abruply.As with all ther aiicpilpic drugs reament
ofpreipating ltus plepticus Thisprecauion must also b take when withdrawing anolher g whie e paent i Sl recehing clonazepam

Use with partcudr caution i ptients it spinalor cerchelar atas, n the exent of scute intoscation with kbl or drgs and in patients wih
sevre lverdomage (e, choss of e

and voided. Such concomilant use has th potential o increase the
ardon p

s s ot s i son o ke s

Risk from conconilan useof

Concmled e of dri it oy et s, sty deresion coma nd desth. Bcus o e ks concomitnt
crbin,of sedative medicines such as benzodiazepines or reaed dnugs i opiaids shoukd be reserved for patens for wham allemalive
Cment optons are o possle. I decion & mad 1 precbe Aot concomanly wih oo, he ones e dose ol b 15

and e durlon o resment ook s Short s poss.

Inthisrespect s

Clonazepam i small e, There 3 stnsion st be pid
1o mailaing palecy of the aimays.
Efects on the respiratory sytem may be aggravald by pre-xising airways obstclion o brain damage o f ather mesications which depress
Asare,

Clonazgom s conse o b prbaly onprpyoge, fhough e i someconicing everc:n e e donaepam s nied
camitsin s i pory

Like al drugs of s ype dmv.mpum may, depending on dosage, administation and indvidual susceptbity, modiy the paint’ reactons e,
divng ity i

Usein epilept
A Bl i g s r ot allowed v e hen ey contoldon donazeam, shouk b reeberd e ary
eactions,
Incases P
Dependence:

Use of benzodzepines may lead o the declopment of physcal and psychological dependence upon these producs. In partclar long-erm or
igh-dose treatmen, may e 0 reversible disoders such as st educed coordination of movements and gl disorder sl ystagus
nddobe vion et

dermore, the ris of anerograde amnesia, which may occur using benzodiazepines ot therapeutc dosage, ncrases athighr dosages. Amestic
s oy o svcted i et b Wi e T f ey 1 esn 1 ey ofsore o oo
esment s possibe

acohal andior drug abuse

i o o e gy S o o e o . il S

ot The symploms e o, v, agton,scp e ad aniey, hesdaces, e i, e anscy, Enson
e, mw’wmv iiabilly and epieptc e
may occur. derelztion, depersonakzaton hyperacusis, numbes and gl of th exremites, hypersensiiy o ight, s and physial contct

o b et v of wibtha o & gekr fr
v only o short durdion

abrupt discotination of trestment,sbrupt widaval ofthe drug shoui
The ik of wildaval

Exapients:

Lacose:
Pl i e prms o s ke (bl s Gy o s elcse mabsrpton shouk o ke hs
i —
Coadminsiraton wih o
Kol oo o conscpam iy i he cllcs o the i, compromie he s of ey o v s o nprdcic
Scde-ffecs
Anieplepc drogs
Yhen used antopieptic dugs, A apt faly with
Kdrions o phnobori and corinaion g e Ths reqes e core i g e i s 4 et T
mmbuv.mmv of gz ond s alprose s ey b sl e decloprent o absence stalus eplepicus. Alhough some
patens
e g e e, oo, cbonpr: o ot o e ot o o oy s
plsms onntionsof e e g combedemen.
Pharmacokineic Inter

The SSRI (sckcive serotonin reupiake bbors) setaine and laoxtine do. not affec the pharmacokinetics of clonazepam when admistered
conconanty.
Special Precautions:

phencbarbtal,phenylon o primidone,and possby by teophyline

concentalon of phenylin or primidone usual ncrezses|

disulfram,

Metabolism of clonazepam may possibly be acccrald by rampicn.
Clonazepam may possiblyanagorize et o vodopa.

T an ol e, e ot v oA ACE Mibors. seraec o Hickr, el et

anagonsts e cleum o i dons et e meio ol it o s

Thet s an e s el when cnsaspam & e vih o, prerd avechiacs, iyl e Wiy reaed adieprescrs
. o o st B o ol o ol gt s, ot hre e

g, bl gk

Pregnancy, Latation and ey
Fer

Pregnan
Clonazepam has harmfulphammacoloicaleffcts on pregnancy and the
flasenbon
ould ot be used duringpregancy unless clearly necessary

uwmmm of igh doses i the s resterofpregnancy o during b

e he e e of he unbornchd nd ol hpotoria o epeon s s o g b ot
oot b o mothers who ook ly during the Lt sages of developed physical dependence and
e o ko A i o e et

oo g o sl aorsaton o e sl s it o e ok of b bk
asked o eport

Come otk il ekt

Overdose:
As with other benzodizepine drugs,overdosage should no presnt undue problems of management o threal 0 e, Palets have recovered rom

Symptoms:

The Symplors of verdosge o oo v grely fom pasn to person depending o s, bodsgh and il s
g oo,

o Tt s v o o o o o s b o e oo

Managem
e ——— ieted

2 The bl o gastic rsder 50g for an adul, 10-15 for  chid) i
s T ded
Futhe neament within 12 hours 2
wsed oty poltons et oy pirs
4 Gastrc v aken al Iavage may be considered, however ot as 3

oo et
5 at

e
or cenral nervous sysem effcs
7 Fumazei, thas ash
Contr e s o fmazn Thisshoud oy b e e oy moniord oo oot ot s e o
i s hove o
S i A W i A P o WA W et e
w oSN TVINED SVERDOSE O RS A PHAGNORTCTEST. e et s et

The we offomazeniis ot commended inclpt s who e been s benzodnepine e o0 prolongsd e, o
fumazenlexets 3 siht nionsic anfconvulsant efc. s abrupt suppresson of the protectie ffec of  benzodazepine agonst can gie e 1o
convulsions i el pales,

I exclaton occrs arbiurales shoud not be sed.

Pharmacological Propertcs:

e poeres

e

chnis

repon ot phmsciogl propaics i re commn o benzdizpines and e o, e musde g o

Gt e, Becourccphaogaphe mesizoions n e shown ol onrepa ey uppreses moy s f purosm vy
Sow ik wave,

a5 el s egulr pikes and wanes.
Coenizd 2 sbomalesre o el suppresed by lonzpa i ol 50 sbrommlessch s o e Conarpa s
ot el ke
oo
Clonazepan is quickly and compleely absorbed 3 Pesk plasma eached
ate an oral dose Biomalabity s 0% fe oral. Ad\mm»hmmv
o

A hours

ot appear o coreate wellwith ether therapeutic
response o sl ffects.
Distrbution:

Sk and has been
deteted i mternal ik
Metaboli:

ction f the 7o group by the fer with formalion of 7-amino or
eyl compands ot ot e of o dtaves o e oot o Honton nd kv (oo T
Wi 41 doys 50 7% of (e s ity of 4 il rl dos of conazeg s et e wrine and 10 - 30% i e fcs

T :hmmahnn bt 2md o 30

cal s
n.mu o o kv dse e e s i el
Stor

mw i fempertre ot exeding 25, na oy e
i S

ing
Coon o cotaining 3 (AL Opoque gt b PVC) s, cch o Dttt i st
s ader Manchet Ao Pt Campony

EDA revision dat: December

Keep all medicaments out of reach of children

( ’ Product o
AMOUN PHARMACEUTICAL CO.
El-Obour City, Al Qalyubia, Egypt.

SRR
L e Y8 2 aLi3ipKIl ym aome, 0 o At Ayl 5 M s s 1 JLAL
el YEL pLalipi s e

LU YE S e Y0 e e ol 58] coms sl 0=\ JLLST
el

oAl e 5

FEL e ) gl e a5 e

U= gl 5 Lol AL Y62 Lt o e -0 5 Al Bl 35 ¥l g i VY -0 LYY

el ¥e 2 ene
ot a1 0305

e e 38 ant 5 el g ol Ui Gy 5 1301 55T s 5 5 e L 51y 151
]

ke ! (g FgliS Cugucd 181
Syl 35 ke ) ko D s 151
sl sl e 2 5t
o A -y 1 Ry o il 3D o gl ) 5151833 3l Sl g
531 5l o5 s s i 151 sl ] (0 5 S il o] g g 250
s e G0 g B3l T e s LGB 35 (Ol ¥ e 2 ) BB Sl 3 ol sl 2 S
503 la el elingul gl e gl Ll ¥ sl a2 0 (5 5 N1 2 ity
Rl 290y
i L35 (e el s 05 Y bt 3] S e o Ui g5 O gl b o s e 13

FEVRE

Rl el g B s 3 S5 Y b g Lo

A1 e ¥ ga ¢
el 5 Wby e om0 e il el g oy o S B e

e e 3L | i ~ R ) Bty iy 1305l e e

15 i s Al o A 3Ty gl . SLn 3 e gpam ol Al pi yhall § i

gl G span gy ol

13 ANl Gl 5 A ) gl 35 1m0 S
AN Bl e ¥ e LY

e ot el e U S oam v s 511 a2
st

i e il 0 38
2 s 0 el (e Vg gl Sl 350 (355 Lot 1 Ayl 3015 e i AT 1 s — Sl le slasedl

31 il s3] I3 sl ez (il 11
59U b1 514581 5T 45,80 e 15

EWEQHIRRRTY s OISR IO

T RIS
Cola S0 50 i 2
0l ) iy 8 sl

¥ 301 il o1
A e Y pae sgads

1 2 3 T 2 Guc gl gl s 2 alini|
st O IS 5] a3 3 13 oS30 A 505 gl e e S pm 231 19331136 5] e o s
Ao ey 5 aaB)

Ll a5 Lo (o il el i) 35 )il M 31 (gl ) il s 55k 0 3
Com 315831 el 1 s o il LAYy i ) 1 sl 53k o a5 3

L 1 Al
oy i G 5}/ ) S s 48 13 o By JLALYH

5aall 2 8Ly 0L Soamg 0 (S L ol

el g1 a5 ) B 38 ol e A g L 155

(1252 Sl e 3503 i) sl e S L s

108 53,501 )

6] 0 il ] g i
el 8 55 3 L e TSttt

sl el

3 et il ool e gt 1 %05 a0 5L (e (o il il s
et (e e ) B

31 s it 18
(e

Ll gl 35 ()
(g i) St 351551 i e 8

iy 5235 el gl ol Ao Bl i 5o il g A el 5y VL
esla S il

o5V 5n 5 2 ALl syl ¥ el

55

oyt
Sty Sl Gl ol
FRURRALN
L S0 e 3031
Lol 531 g ¥ 151

) 5T o] LS o S 3153 el 2 350y Bplealy dagiadl Jlai

(UsmSI1 13 2 Ley) ¥ ol

Wiy 3,50 0302

ol A AWAN e DB pe PLY e Sdle Rl SBY e g La
Pv followup@edaegypt.gov.eg:

205l T 1 A a3t 1 i 15

Sk pal (33 (g S -0

Gl 0lSa 2 60 e 3 VBl B3 e iy

lsel T g Skl 3s

LA ol e Vi 13l dainy

212 T I Dl L]l s bl e oS Sl 0, oLt S a3 s s
s

Ll oy 58 f el el G 5 el ot ol e s

Con bl el e el (e Gl 28 e asall Ll e
AL Clastas

Soml 31 U gal S Lea

S PRSI W)

stz

e o8 IS i

e 0 pluiliys

Al e 0

2353 0l o ot il L K 30 s 05 s (PVP XL ) g S ol 8330t ASUI ol 556
paesgeall SpbislSens S

o8] ¥ U igal

A ) e Altl

233 01538 ot pgaeiat) Skt K30 0 o o (PVP XL )csgaitgns S ophidl s3plptan A3) kol 3526
pespeallSploe s S

peatt

il 0,25+ ol 31V e gm0 S (e 23 331 e 2o / sl ) o2 ¥ e 4533 0538 e
29930 0 6 ) ey s

YVY s il 5.0 K i o3 By s

JLatadtt Jglicie (s fobums Aaga¥) aras daiody

@ V13-14/12/2022
P150146.02
110

5 ESS

A el AS 5
e Anglall yguall dle

02153l @me Vo aame +,0 alulisls

55315 e el 30 £l 13,20 gy i —
ol ] st Sl 53] ] g 15 -

) 1 L5 -l i 550 s Tl

s 88018 3 g O S 1301 Y 53T i 1 .0 L] s g 30 ) e g 3 541 (38—
st ) a3

s el Bl o)yl g e 51 e 30535 Railndl ol e o A Sha 558 tsemll 5} coslall L oy —
SO

St it “dayisel 38 Le.1

O yisa ellas) b3 .Y

$°aigal Il S

Sad st ML\]IDM)‘VIPM t

S by “daSgal 32 la )

3581 (e By 3 *haigal e gl s 1y 38 )
i) f gl g ety "3 e
R TO USRS

2131 yigal Iyl pae s

13 s 5331 S o e ALy B sl

Lot plailan s Syl il \Ja gl 53 railans3 i sl a Bl il

S o e LS

Sl 4 sy i) Sl Ll onsl o il
(i oL mil) 333) gl oLl uil] 3 Bpsnam i gl 2 ol G LS
e S e (pa il

(ke st o e Bas) sV 51y s S 10 LS
R

150 © igal Il b ol 3f s 1 a0

A S S 0 4 e 0 il 25

Ao o 1 Y Ll (0 £ ) S

B R e

g3 il gl ] LSy Jpol 5 25

(el el f /3 Al oo 5 4) Lo pitrpll 0 il 25

(36 ) a3 2 A ) AL 30 0 L 25

el 551 1503 1S8] L35 5oyl sl ol (0] ] n
s 5/ ol gl 51 S LS U s L 5 s A S e et 0] e ey sl
st f 1541 2 Bt

Y1 s3a gty 13

FReeRR

e

ol gyl

o o253 415 gl ] i 15 sl o] e ol
TR R

Bl g e i
s pssgen o Gans st asieies JUaeslisis iagil s Lo SlaloslS i g peal) 23005551 2000

(CRUNEVFSTRINECINT R
(g5 3Lina) rmealis

Siiniepsl

(Slagia) gl e selisadl

(b)) Gl oo 3 seles

TR PEWEEATEWE T P

5301 51 8 el 5l M) i (18T 0585 01151 51) e Gy e Lon 6l 1S 131
Uil 51 e 00 53 e ® k55030 o 5l il
S50 (355 L 1501 it S om0 g Snll 52040 S5 By (nil Sl o) o
S

i Lasimg O o o 50 0 33yl 531 g ol gl il chamg 151l o

By it clsnss ol Lol 1 gl &

23 i AL Lo ey Jomdl 30el 335551 a0 B33 e 35S B 51 sl 5L el o 05, 5

PRI S TERE T

e
RIS PR 1)

3 (g0 21u5) Slesh a5 <3 el I35 o3l Jnl 25
ETRRIERSI

i el f el (o055 5 ] (2.305 w5 5 Sl 25 13
Y1 praniy ke
M1 I AL AL L ¥ 5313, iy V9 iy 5L e 38 ® o gl 330 5
o e g s 3305 o Sl 3 3l 5 8 s 3 b gl e 325 Sy oy oS 13 1 il 3
A e g L3

gl 5] Gl s s 5 G 3L e 5,5 e gl 33 o (S

R T S AT PR R ENE PRI

3L e B 8 a1 1S 150 550 Ll gy

Rl el gl (0

131 1200 55 1 sl 5 sl

85 e ol e
L L AU T U 3 O gy

51 0 Rai) gl 25 e o 31 et g s

ol 3L 2 8 e S35 0 o

Ll (31 018 151 L ki 55 11 gl 5 il ) s
235l 0315 ple slaiey)

30 150 e il g (i il sy i o
5l i ey / 5 Jyml ol e
a3 a1 S350 s (e aga Glosinn
SFS e 13l 118 G5y

Sl gt e sy el
5005 gl JgliT5 a8 . T

T LS L3 15 38 315 ol s o

©dayigal ol oLzt

2005 2 o2 bl S 3l by Ryl o

UL T RIER!

18l 25151 el sy el 1

L ey ) o ¥ 3 om0 il ool s 0 5
Loy st 2l

i)l i el €~ U3 Lo 51353 i ey el it sl e € - ¥ Sk ipaili
e el Bl ey ) i Sl oW g ol S L sl 2 T o Sl ol (3l )
Slale

Lo

320l VE DU e A= € 0y gl 2 3155 Ll gl 21 plaS gt G o ) o Bl ol 55 ¥
) il s i

st

Lo (L3 155 (o Rl sl S8 0 ol 2 pLa IS (om0 e Rl Byl 35 ¥ e
22510 oL el iy 3 00y ll & e A € Sl gl Al Ry 203 S pm Bl 2| Jum




