Film

coated
ablet

(Zopiclone 7.5mg)

Nameof the medicnl prodct
s

e cellose (Avicel 200}, Sodium starch giycolate, povidone k30 (PVP. K30), crospovidone
(VPN ngmm arte, T punid,Opady Vollw 21522747
Pharmaceutica
Fim coated tablet.
physicalcharacter:

Amoun ogo'from the otherside.
4. Clinical partculars
41 Therapeutic indicatio
Shortem eamentof Ssomi -4 k.
thod of administration

:

Foror e o { iypnor should be (ak Je intake and nol be re-ads
vight. Trealment should be as h ol p apering off.
421 Aduks
g by ol sdminraon oty bl eing o masiu of2-4 weks. T doe shod o be e Depning on
o response,the dose may be lowered to 3.75 g, Zopidone is not recommended for long ferm use (. perods of more than +
k. I e frong et et sho b ihdrn gty
derly

aldose of 375 mg ded. 75 mgif

5 Pedialrics
Zopiclne should not be used in chidren. Dosage has nol been established.
424 Hepatic nsuffciency

Upto7s
125 Renal Impairmen!

s s with el ey ahough o accumulion o zopidane or of s bl s been dtced i cases f el
i

24 Aerste Thrapy
Forlong e resment ofinsomiia, v o phamacolgil mehods shouk be consierd v pracil managementof
insomnia must respond Lo the presenfing characteistcs of the complain. Cmng scaaly oo s fom o s, e
benft indicusing some snple s i e e ad i e o e prte, ey asising e pten o e m ey
duct h ma
S\mpmg pattern forthe palient may also be uscfl, a relaxation echniques dcsu\cd pinis ot e it lension ad e
thoughs n b
indications
Pl i b sy o sopidone o of e et
comitant use of alco
Niashans g
+Severe impairments of espiratory unclion
Aot bzl st
«Slep apnea syndrome.
*Severe hepalic oy

« Hypnor is containdicatd in children.
 Patiens with a personal or familyhistory of sleepwalking,
44 SPECIAL WARNINGS AND PRECAUITIONS FOR USF.

The ca possible 8 is prescribed.
Caution should be exerdised with concomitant se of polent CYP3AS infibitors.

441 Dependence
Hypnor should be p (24 weeks) long-lerm use Use of Hypnor* may
lead to of abuse and/or physical and p 2 mmmmm s prolong
thedote shukd  ndive et e

pendence or abuse increases with dose and duration of Irealment. Cases of dependence have been reported more

1mqucnﬂ) in pahmh el with zopicone Torlonger than  week. The sk of suse o depedence sl ncresed paents wiha
acohol or drug abuse. The isk ol or other

History of kohol or drug abuse.

Once pm ol dependee s deeoped, brp tion o ssnen e componied by wianal ympioms

442 Rebou

Alransient symploms that led to agents recur in an enhanced form, may occur

‘on wihdranal of hypnoli restment.Since the is of such phenomen s geatr ate abrupt discontinuston of ypnor. specly

[

tisk Lo the palient and the communily, discontinuation of Hypnor should be strongly considered for patients who report any s
complex sleep-related behavior
443 Amnesia

P layed after taking the ablet.

theytake the tablt sty when e for the night
they are able to have  full night ke
44 Other Pyciatric and Pradovial Reacions
Other poyctnc nd pradosil eacions hav e ported e restsnes, gan,

tabi delusion, hallucinatons, inappropriae behavior and other adverse behavioral ffcts are known
1o occur when using scdamchvpnnﬂmncms like zopicone. I this occur, use of Hypror® should be discontinued. These reactons are
ol o ocar i he ey

mbulism and a
Complo ey behviors, mdudmg m, \«a\kmg Sepding, and ngagg n e sl whle o ly ok may ocan
following the firstor any subsequent use of 20 injure others during

Such sy b tl Olhr comples ep it mg, reparing and eaing (oo, moking phone <al, or Nwwg sex, with
e for e e s b gyt Pl ualh ket tese o Pt merieling e e shown et

wi ol o other
0 O s o o o et ol Dl

* immecially f a patient expei Jex seep behavir
The use of thes drg npatents i other disorders known o afectslp and nduce frequent avakenings e sep apnea eiodic
imb Movement Diarder, Restss Legs Syndrome) s discouraged, as they may be aso at increased ris of complex Scep-relaed
behaviors

iy, Pyl

2 wilh olher hyprotics, Hypnor* dos not consliute a trealmen of depression and may even mask i symploms. As wilh other
Sedativehyprotic drugs, zopiclone should be administered wilh caution in patients exibiing symptoms of depression, including those
il e depresson, Sl s may b, presntan poeclve messrs may b e, Therlor e o ossibe
quanyof tpoo

Zopicone.

Several epidemiological studies Alv(vmd on ncased incdence o sucide and sukidl alenpi i patent il of o depression
protic,

447 Epilepsy

Paients with 2 history ofsezures should

448Severe Aaphyacic LAnnphvlazmld Reactons
invol [ ot or laryn patentsafter aking the s or subsequent doses

i h\pvmlné uulumng mp\dom Some paients have had addibonal symploms such as dyspnea, throal cosing, nausea and

vomiting, hat suggest anaphylaxs Some patients have required medical therapy in emergency depariments If angioedema invohves the

tonge, ot or ey sy ummmun may occur and be fatal. Patents who develop angioedema after treatment with zopicone

ot e echalenged i he g

g hepatic impai

ot i et bt ey seum burin s 0 gorprsnce of s nmimm) e dmnaton of opne

may b signifcanty reduced. difnec mg.

sc I renal Impairme

Zopclnei removed by dilis
Respiratory Insuffic
Coton o o et vetng ptnts with ceoric esprton nsuficency.Tresmet shoudbe it o a dosof

and i necessary, should be caried out al 750
s hypnolics have the capacity to depress espiratory drive, precautions should be observed f zopiclone is prescribed to patints with
compromised ey luncion

4412 Hormonal Syst
I o s apror nl b adinistred o dhiduls wilh impoid s hormone, homeosttc medhaisms o il
condions ke o abnoma e
4415 Risks from Cont se with Opioids
Concomttnt e of opids i bensodazepnes,or ol sdalve ot drugs indding ropidons

g

may resull in sedation

resptny dprsson, coma nd dealh Beaue of s ks resene concomdant g of opeds and opcons in
palents fo I are inadeqate I a d de o prescrie Hypnor’ opioids,
concomilant use, for signs and

Ity dpresion ndsdoon
Abus

(nullmv mml be xredinadrtrngHpaor* o il o 1o b o rone o those whose sy sggests ey
sethe possibilty o a fal
S5 U ey

Such patients may be partculrly susceplible to the sedative effets of zopiclone and associated giddiness, ataxia and confusion, which
may increase the possibilly o a fal

4416 Pedialric use

" d 18years of
Lactose conter

oo 75 fm <ot ol conin o, et i rre herdiay problms o gacose icerce, e Lap s
deficiency, o glucose;glactose malabsorplion should nol ake this mecicine

4416 Effcts on laboratory tests

No data avalable

5 i J ot

451 Alcohol
Concomitant intake with alcohol i not recommended. The sedaliv effect of Hypnor may be enhanced when the product is used in
combination with lcohol.

452 CNS Depressants

Additve CNS depressant effcts should be expected if zopiclane other med

produce CNS depression, for example, barbiurates, benzodiazepines, alcohol,sedatives, rcydlic anfidepressants, non-selecive MAO

mmmm and lter anidepressnts, phenitiazines and oler antpsycholcs, kel musce rlsats,anistamines arcoic
Iy narcolic analgesics, enhancemen of euphoria may

b (Kmrlmdmg o wm m,puvdum,

453 OIS0 nbtorsand e

5and 1 zopicone. The ol

ALC of opdens resed B 40% 0 10 el s st o o o inhibit the mclabnl\sm of duss
melabolizd by CYP A4 fone in thep

e o ot ey o e e cadmsed i CSPSAT Bors s o cpirom o,
Iloonszosconeo,and lonaPlsmalvlsofopcone may s dcasd hen s il CYFSAY s sich

s rlampici,carbamazepine, phenobarbital (henobrbitond, phenytoin,and S John's wort

554 Opods

The concomiant use of benzodiazepines and other secatve-hypnotic drugs, incuding zopicone, and opioids ncreses the isk of
sedalion, resprlory depresion, coma, and death because of dditve CNS depressant efet. Limi dosage and duralion of concomiant
use of opidone and
opiods
46 FERTILITY, PREGNANCY & LACTATION
461 Efects on Fertilty

The signicance of tis inding for humans is not known.
462 Use n Pregnancy
Calegory C
The use o zopcone duringpregnarcy s ol ecommended.
Cass of reduced el movemens nd el bt e v b descied fer admsttion of bz and ot
sedalive-hyprolic crugs such as opicone, during pegancy
Mmm\slmnm\ orsopione e e e o of e o i s e s s on e ot

hypolonid fec ihe prodiuc

T wm« e o o oy e T g e perdof e o orwaer, it bom
1o mothers who ook sedative hypnotics agents chronically during the lallr stags of pregnancy may have developed physical
dpedenc, md may beat some risk fo developing wildraal symptoms in the pasinatal perod. Approprate monioring of the
penbom nth ol e s ecommended
Tooptione s pecbed o of o
of e productf e nends 0 betom o uspecs o s presmant

463 Use nlacaton

cabol mothers.

s on sy o drve ond e machines

pnor” i impr dyime ncn e el v en ke s e Some pants my il v spcone Hood

discontinuation

leves in the se that are high Id be wamed that impairment

o o i g oy ke 1 even with is not 10 be taken wi

skoholor ol e oot o ot spdone rodct,f ocaman s of s CNS depresn o g o
it

Croplone lken wili 1 hours of prorming acies e eque mena e,
- 2opiclone i aken wih less than a full night skep remaining,

- a higher dose than recommended i taken;or

« zopicone s co-administered with other CNS depressants, alcohol,or with other drugs
that increase the blood leves o zopicln.

i motor
the

driving a molor Hypnor andin p
adminstration
48 ADVERSE EFFECTS (Undesirable cffects)
81 Vors Common escions
drowsines, headache, falgue
Convamtain oo bt s,y o
82 Less Common Reactior

Nervous system disorders: aglation, anxey,loss of memry including relrograde amesia, anlerograde amnesia, confusion, dizzines,
eaknes, sonnolnc, ashei, feing of drrkenness, uphor,deresion, co-ordinaton abnoralty, potori,spech disorder

and visual, e, e sareds, g gy, ot o
m.lprpmpmlc behmmv possbly ssocld ih amnesis ompin sep b, ncing s valing, s, dkson e,
et prvte et eporcdupon dcoirunion Wihdron mnmmm ory and oy e e o misde
pain, aniely, lremor, swealing, agiaton, confusion e pabltons, lcycrd, gl ighimae blucaions, and
irtabilly In Severe cases yperac ofthe
exremites vy o o, s may S

Eye disorders: blrrd vsion and ilopia
Cardiac disorders: palptations i ey patents
Respiratory, Thoracic

Gasiointestinal disorders: hearbum, constpation, darthes, nause, coatd tongu bad breal,
epigastric ains,dyspepsia

anorexia or increased appeite, vomiting,

Renal and urinary disorders: mictuiion

fibido disorder

485 chwlmg of sspectd adere reacions

Reporing suspeced adverse ecions e aubizalon of he mefcinal gt i mpotant. I shows coninued ondorng of he

Benftre bnceof e medicinal prodoct Heatheare profesionds a reportany suspected adverse eacions o Egyptian

hamacetil Viglae Cetor (EPVG; Tokphone 42 02 2564804 toncs, RS et SoarSEn, o . 5
o

48 OVERDO!
Overdose of mp\dﬂne can e st by ey egees of el envoussslem depresion angg o drowsiness o coma
acandg inmi lethar ”

may inlude ataia, hypotonia h\polrmmn meenogiobines, iy dt‘wrmmv and coma. Overdose. should nol be
e \Imukw\mgunluuomlm\MW\Hv ober 5 depressants, including alcohol. Other risk fos, s s e prsnc ofcocomian
e e el can sl o
Treatment

Symptomatic and supportve treaimentin an adequate cinica environment i recommended, altention should be paid o respiatory and
cardiovasculr functons. Actvted charcoal may reduce absorption of the medicin if gven within one or two hours after ngestion. In
s a1 nol fly conscious or v mpred g3 el conidraton shoudbe ghen o sdminierig et chacod a3

strc tube, once the airway is prolecte
Hemodialyssis of no value due lo the lrg vome of dtbuion of opdne. Fanazn] may b usil 33 o andole. s i the

S P ACOL OGN PROPERIES.
51 PHARMACODYNAMIC PROPERTIES,
Pharmacolherapeutic group: Benzodizepine relaled drugs
511 Mechanism of Action
Zopicor, isa protic agent. Zop 15 10 @ novelchemical dlass which is structurally
unelated profic of to thatof

of 1 to 21-day duration

the number of
periods. The duration of stage I sleep was shorlened; and the ime spent in stage 2 skeep increased. 1n most studies,slage 3 and 4 skeep
fended 0 b inceased, bl o change and adul deceases have s been obsened The el of 0pidone on lge 3 and 4 slcp
differsfrom

512 Clnical tials

No dala availble

5.2 PHARMACOKINETIC PROPERTIES.
521 Absorplion

fler oral administ

observed plasma concentraton being about 175 hours

522 Distribution

Ay of 16 ey ouners g s s dose o opidne ntvencusly deorsred e aparnt ke of bt of

2opicone fo be 104155 L Autoradiographic studies in the ral h i distibution inlo the blood and peak tissue leves at 03

Pours in the o, sml s, somach ey and ol e ‘Wweny fou hours the otl residual radioaciy i e body ofthe

rat was 80

The b\mm!ab\hh ofthe 75 mg lalls nman s 763 £ 864, el s pss e hs e demonsred n s man pssma
25100 ngimL

FE v
Zopiclone is extensively and rapidly metabolized by the fvr. A large number of metaboltes have been isolated and characterized, with
the two major ones being the N-oxid, produced by oxidaton of the piperazine itrogen and the N-desmethyl produced by oxidalive

524 Excretion
Zopiclone is rapidly ciminated, mainly by means of hepatic metabolism, The cimination half i aflr a single oral dose is 526 + 076,
bours. he dimnaion e o the N o mlabolc s 44 046 hours and ta for e N-desmely metbolc s 728 049
our is by hepatic metabolism.

159+ 7 that
The amount of done 3%, the N
114 nd e N-desmet el 154%

525

in c\dcv\y ,mmn« the absolute bioavaiabiy is increased (94% vs 77% in young subjects), and the climination halfife prolonged
approimately 7 hours).
526 Hepaic Insufficency

insuffcency, lasma el 5

527 Renal Insufficiency

in the ¥ zopi alered. Hemodialysis d to
increase the plasma clearance of the drug

6. Pharmaceutical particulars

61 Incompatibiities

uommuonmu fied this medicine
62 Special precautions for tor

Sior it epersture ol excecdng S0 in 3 oy plce

6.3 Shelf life: sce outer pack

6.4 How Supplied

¢ +inerteaflel.

Worless transparent PVCIPVDC) blsters,cach of
For number of blserssee outer pack

Keep all medications ovt of reach of chidren

Manufacturer & license holder Name:

Am cutical Company
EDA Revision Date:

2022025

‘ Keep all medicaments out of reach of children

( ) Product of:

Amoun Prarmaceuticat Co. sAE.
El-Obour City, Al Qalyubia, Egypt.
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