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TRAMADOL HAMA PHARMA

(Tramadol Hydrochloride 50 mg)

Composition: Each film-coated tablet contains: Tramadol Hydrochloride: 50 mg.

Excipients used: Magnesium stearate, Microcrystalline cellulose, HPMC, Sodium

starch glycolate, Pregelatinized starch, Corn starch, Polysorbte 80, Carnauba wax,

Iron oxide yellow, Polyethylene glycol, Titanium dioxide, Lactose.

Pharmacodynamics: Tramadol Hydrochloride is a centrally acting synthetic analgesic

compound. It is a non-selective pure agonist at mu, delta and kappa opioid receptors

with a higher affinity for the mu receptor. Other mechanisms which may contribute
to its analgesic effect are inhibition of neuronal reuptake of noradrenaline

(norepinephrine) and enhancement of serotonin release. tramadol does not show

respiratory depression when given within the analgesic dosage interval.

The gastrointestinal motility is not affected.

Pharmacokinetics:

Absorption: More than 90% of tramadol is absorbed after oral administration. The

mean absolute bioavailability is approximately 70 %, irrespective of the concomitant

intake of food.

Distribution: It has a plasma protein binding of about 20 %. Tramadol passes the

blood-brain and placental barriers. Very small amounts of the substance and its

O-desmethyl derivative are found in the breast-milk.

Metabolism: The inhibition of one or both types of the isoenzymes CYP3A4 and

CYP2D6 involved in the biotransformation of tramadol may affect the plasma

concentration of tramadol or its active metabolite.

Elimination: Tramadol and its metabolites are almost completely excreted via the

kidneys.

Indications: Tramadol Hama Pharma is indicated for the treatment of moderate

to severe paln

Contraindic :

« Hypersensitivity to the active substance or any of the other ingredients in the
preparation.

« Acute intoxication with central nervous system depressants (alcohol, hypnotics,
centrally acting analgesics, opioids, psychotropic drugs).

« Patients receiving monoamine oxidase inhibitors or within two weeks of their
withdrawal.

« Severe hepatic impairment.

« Severely impaired kidney function (creatinine clearance less than 10ml/min).

- Severe respiratory impairment.

« Epilepsy not controlled by adequate treatment.

+ Tramadol must not be administered during breastfeeding if long term treatment,
i.e more than 2 to 3 days, is necessary.

« For use in narcotic withdrawal treatment.

Warnings: Care should be taken and the risk/benefit of treatment determined prior

to administration of tramadol in the following situations:

+ Withdrawal symptoms: At therapeutic doses tramadol has the potential to cause
withdrawal symptoms.

« Drug dependence and abuse: Reports of these are rare and less frequent than
withdrawal reactions. The clinical need for analgesic treatment should be
reviewed regularly. Tramadol has a low dependence potential. On long-term use
tolerance, psychic and physical dependence may develop. In patients with
a tendency to drug abuse or dependence, Treatment should only be for short
periods and under medical supervision.

+ Opioid-dependent patients: Tramadol is not suitable as a substitute in these
patients and cannot suppress morphine withdrawal symptoms.

« In patients sensitive to opiates the product should only be used with caution.

+ Tramadol should be used with caution in patients with head injury, increased
intracranial pressure, impairment of hepatic (metabolism of tramadol and active
metabolite is reduced) and renal (decreased rate and extent of excretion of
tramadol and the active metabolite) function, decreased level of consciousness
and in patients prone to convulsive disorder or in shock.

« Patients prone to convulsive disorders. Convulsions have been reported at
therapeutic doses and the risk may be increased at doses exceeding the usual

upper daily dose limit. Patients with a history of epilepsy or those susceptible to
seizures should only be treated with tramadol if there are compelling clinical
reasons. The risk of convulsions may increase in patients taking tramadol and
concomitant medication that lowers the seizure threshold.

« Care should be taken when treating patients with respiratory depression, or if
concomitant CNS depressant drugs are being administered, or if the
recommended dosage is significantly exceeded as the possibility of respiratory
depression cannot be excluded in these situations.

« The concomitant use of carbamazepine or concomitant intake of alcohol with
tramadol is not recommended.

« As there have been fatal cases of unintended overdose with tramadol associated
with the use of psych-active medicines or substances including alcohol, tramadol
should be prescribed with care in alcoholics and users of other psycho-active
drugs.

« After long term treatment (> 3 months) of analgesics with use every second day
or more frequently, headache may develop or aggravate. Headache caused by
overuse of analgesics (MOH - medication-overuse headache) should not be
treated by increasing the dose. In such cases the use of analgesics should be
discontinued in consultation with a doctor.

Drug interactions:

+ Tramadol should not be combined with MAO inhibitors. Concomitant administration
of Tramadol with other centrally depressant medicinal products including alcohol
may potentiate the CNS effects.

+ The results of pharmacokinetic studies have so far shown that on the concomitant
or previous administration of cimetidine (enzyme inhibitor) clinically relevant
interactions are unlikely to occur. Simultaneous or previous administration of
carbamazepine (enzyme inducer) may reduce the analgesic effect and shorten
the duration of action.

+ The combination with mixed agonist/antagonists (e.g. buprenorphine, nalbuphine,

pentazocine) and tramadol is not advisable, because the analgesic effect of a pure

agonist may be theoretically reduced in such circumstances.

Tramadol can induce convulsions and increase the potential for selective

serotonin re-uptake inhibitors (SSRIs). serotonin-norepinephrine reuptake

inhibitors (SNRIs), tricyclic anti-depressants, anti-psychotics and other seizure
threshold lowering medicinal products (such as bupropion, mirtazapine,
tetrahydrocannabinol) to cause convulsions.

+ Concomitant therapeutic use of tramadol and serotonergic drugs, such as selective
serotonin reuptake inhibitors (SSRIs), serotonin-norepinephrine reuptake
inhibitors (SNRIs), MAQ inhibitors, tricyclic antidepressants and mirtazapine may
cause serotonin toxicity. Signs of serotonin syndrome may be for example confusion,
agitation, fever, sweating, ataxia, hyperreflexia, myoclonus and diarrhoea.

« Withdrawal of the serotoninergic medicinal products usually brings about a rapid

improvement. Treatment depends on the nature and severity of the symptoms.

Caution should be exercised during concomitant treatment with tramadol and

coumarin derivatives (e.g. warfarin) due to reports of increased INR with major

bleeding and ecchymoses in some patients.

Other active substances known to inhibit CYP3A4, such as ketoconazole and

erythromycin, might inhibit the metabolism of tramadol.

Pregnancy & Lactation: Tramadol crosses the placenta. There is inadequate

evidence available on the safety of tramadol in human pregnancy. Therefore,

tramadol should not be used in pregnant women.

During lactation about 0.1 % of the maternal dose is secreted into the milk.

Tramadol is not recommended during breast-feeding. After a single administration

of tramadol, it is not usually necessary to |nterrupt breast- feedlng

Adverse reactions: cardio ilar regulation (palf ycardia,

postural hypotension or cardiovascular coll ), dizzi h

somnolence, nausea, vomiting, constipation, dry moulh retchlng gastromtestlnal

irritation (a feeling of p in the ing), diarrhea, g

dermal reactions (e.g. prurltus, rash, urticaria), fatigue.
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Dosage and administration: The dose should be adjusted to the intensity of
the pain and the sensitivity of the individual patient. The lowest effective dose
for analgesia should generally be selected.
Adults and children over 12 years:
Acute pain: Adults and children over age 12 years: 50-100mg 3-4 times daily.
Patients with low weight should use 0.7mg/kg bodyweight. Duration of therapy
depends upon clinical need.
Chronic pain: An initial dose of 50mg or 100mg is followed by doses of 50mg or
100mg, every 4 to 6 hours, according to pain severity. A total daily dose of 400mg
should not be exceeded. Older people, a dose adjustment is not usually necessary
in patients up to 75 years without clinically manifest hepatic or renal insufficiency.
In elderly patients over 75 years, elimination may be prolonged. Therefore,
if necessary the dosage interval is to be extended according to the patient's
requirements.
Patients with renal impairment/renal dialysis: The elimination of tramadol may be
prolonged in these patients. The usual initial dosage should be used. In these
patients, prolongation of the dosage intervals should be carefully considered
according to the patient's requirements. For patients with creatinine clearance
< 30ml/min, the dosage interval should be increased to 12 hours. Tramadol is not
recommended in patients with severe renal impairment (creatinine clearance
< 10ml/min).
Patients with hepatic impairment: The elimination of tramadol may be prolonged.
The usual dosage should be divided in 2, or the dosage interval should be extended
to 12 hours. In these patients, prolongation of the dosage intervals should be
carefully considered according to the patient's requirements. In severe hepatic
impairment, the product is contraindicated.
Pediatric population:
Children under 12 years: Not recommended.
Overdosage: Symptoms of overdosage are typ:cal of other op:o:d analgesics
and include miosis, vomiting, cardi ion and coma,
seizures and respiratory depression.
Supportive measures such as maintaining the patency of the airway and maintaining
cardiovascular function should be instituted; naloxone should be used to reverse
respiratory depression; fits can be controlled with diazepam.
gastrointestinal decontamination with activated charcoal or by gastric lavage is
only
recommended within 2 hours after tramadol intake. Tramadol is minimally
eliminated by haemodialysis and haemofiltration. Therefore, treatment of acute
intoxication with tramadol by haemodialysis or haemofiltration is not recommended.
Packing: 2 blisters, each contains 10 film-coated tablets of TRAMADOL HAMA
PHARMA/carton box.
Storage Conditions: “Store at room temperature, 20° -25° C”
“Prescription only medicine”
“Keep out of reach of children”

TPP180063 THIS IS A MEDICAMENT

~ A medicament is a product but unlike any other products.

~ A medicament is a product which affects your health, and its consumption contrary to
instructions is dangerous for you

~ Follow strictly the doctor's prescription, the method of use and the instructions of the
pharmacist who sold the medicament. The doctor and the pharmacist are experts in
medicine, its benefits and risks.

~ Do not by yourself interrupt the period of treatment prescribed for you

— Do not repeat the same prescription without consulting your doctor.

KEEP MEDICAMENTS OUT OF REACH OF CHILDREN

(Council of Arab Health Ministers) (Arab Pharmacists Association)

Manufactured by:
HAMA PHARMA Hama - Syria
Tel.: +963 33 8673941 Fax: +963 33 8673943 :

4
HAMA PHARMA




HAMAPHARMA/LEAF/TRAMADOL HAMA PHARMA (Film-Coated Tablets) Size: (230x160 mm)

- Create 1.9.2018/F26.9.2018/

1S0 9001 : 2008 IS0 1b00‘| 2004 J

Uogns o pold 20 A1 Zlosnlly (Y188 oo Bl oS oy 2 JLanTu ¥ Lo g s pond |
WV oSS W e B el o O o

i VY G JbYI Il

ol el o o L e 88 e Ve o sl 1Y e G I Gl sl Y
el ool e ez 3l 8ke el 05 0 35/ fe 13V plasind D301 3
TAE IS eV el gt rte e e Vet el oo g de sl VI
Vs sy el

et e LS Bl el Syl pe o

eatos] s o1 s pall 35306 (69,0 o el Bl ks i SV ol
Y1 Oy 5 le Vo o 5T pamy ol o all 5 e el 5 S 505 8
e ozl By ool ey ooyt ] s oY1 )

BTN N RV PRV 8 R S O R R o O SR PN |
e el gdl) D] Lae V) ms ot O o el W3 e slenadl A3 el plasind o
ol lillazed Wiy ) ke el

¥ Al VY ] ol all e ool il B35 o s [ ot +> il KU1 s (553 o)
(@35 / Jo) > sl S Liaas) sl 5 IS I oy Ol @Mtwg,‘hkgd,;m; plasal;
e ] 82bmall el s o g2l ) B ey 28 168 I s Ol ) 5l
Llin ol il D] o5 OF oy el V3o i aola VY ) ol o ool gl ks iy of
i e il k2 (oS I - ol i 8y el

4 u,a,.,; i VY e o JULYJULY

aa g cel3l @Bl o ity 6,5 Y1 iVl @ lSaal) L 3ga i 2l b 1ol i s | dayd
S o Bl o Laslll a0l Gy . kS 3 gy ol Vet gk kg <oy B
a3 g0l Sa) O3S I itz g-.,‘;J.a,,,JJvQ,K]\J.,mnwjgubu;dn,a;@)v
Gib o o il il o e el 5 S AL o ol e gl e 3 el
i 55 oW sl Jgalil 21 e sl o sl 21 gl (n gyl gl 5 Jah el o
s g JSUI o b e dpslil 2 2l el Sy e Jly ol Bkeasy IS Jot
v

92Ul 5 o el dale ol BTN+ Loy 3 S (sm () k5 ol 12 55 05 S0 o s Al
b sl

MO0 = OY e & 5yl s b Laion!! dade | o g

5 yelissl e Oglay

5o ble vo 1
SRR

Mok dioy s V) G Y
MIULYI Jsbize o Tomy Laio!

TPP180063 sl93 1a ol
O Al (g0 0 3 3S (pund (ST g puasiia £1gt)
Sl sy SleslaTll B35 S MGiuly wilioin e S350 puasiue lgitl
AV al) Slaslals dgale (o guaill JlaaTu¥ dh oy cocdall dbmy 235 o5 -
w0y oy day £ty O i Lad 3Nl ly codall .Y Lgh puo 501
s SLA1 (yo Baionll DAl | Buie plaZTY -
coedal) 3 )Ladwl g slgadl B o 3 Y -

JLbY gl Jolite 2 I dyga¥1 1,3
(et et st ) (ol Al 1335 e

'C\_:.i
/ Ly = sle Loy olam
FATF T ATYPREY L SB +47Y T ATVIREY © s

HAMA PHARMA

(LAt Aucde oai,31) Layl8 Sla J9alal

OSory Sl le gl 3 VI e 3N 5 S YI il eSS 2 oa Ul il e
o) ot psiy OF o i3l Fungd e ) oY1 donll e 55 e sl sl
st s 8 At T p e ool Hlin <3S 13 1 Jpslol A g rall g 2 oal ol o
e pall gl ae e J A Bga Y1 e ol 53 dpslel 2 Ot (el el b s

2350 Gl el plasia¥l el ¢ il 5 5gem n Ol p el 23k i S0l g oo
A e S o ) e (e Bl Sl 0513] o (55 mmnll Slaml) B egd)
coVldleda B il 3o gen gl Adlens | slatl

dsbel 5 g ISl ;i Qﬁ)up,-\gj Soldl plasea b Y e

s Qo 29331 51 sl gl plasisly 2o pall I3l 5 n 53miall 8 de ol by 6l SVl o @
s el (5 5 35V it S 3 o Jpslel 5 o O s c g 23 3 ey

i 5l g 5 515 ST of s IS plasiid n ASall r (2] ¥ <) sl Jisb e dmr e
oo bl 3L G b 8 Sl pltsid b IAY1 e ol plasall doallas an Y gloall
sl 8Ly LSl plasind e gl oy SVl 0

ol il g sl A sl medl plasen ¥ MAQ s o ool 3L yslol 3 pltsiel aoY o
(65 7ol mandl el BT e k5 08 J Sl U3 3 Ly (6 21 L3S o 5l

Laze) u,,uw..u Gl 5l ol gl a;l,,u;z“_sf‘lv lalys il o ebl
et WSS Gl f ol adl sV Ao ol & 3ol T g g ol
A e e ey o Sedl S e iy 16

IOV (gl 53 (mmnsiles ¢ mbgells epmbygimadl J2o) alisiall sLedly sLAll oy osnlly ¥ o
s lleds Jre L pasky 5 Ll oSl

(SSRIS) &3asV! oy el Blard s3le] llasts 4l s:bj;; ol d,;@,;h i O Sy o
Slsbas ool 233 QLS olsbas (SNRIS) 1y il 5l (yisig el LUl B3l6] ot
5 (V1S 5, 00805 €m0 oo (O gmrg e J20) e el gl diad Al 255Y1 o sy Ol )
FOIES N )

ol B Bale] cllaste o« I3l ot e 23531 gn dgalal 2 ey 2all SNl plasic V1 o
(MAO ez (SNRIS) ¢ il 5215 g ol blizll a3Le] wllata ((SSRIS) astazyi
L3 oD 0555 43 2y 57 ol oo e 15 (55 g ol L300 22 VI sl
ey e g coleSaiall b3 5 035 oo o AUl T e e it )

AN By e e i 3 o L g 5300 gl By e Bl il e

(sl J2o) cmasSIl liiay Jsolal 2 cpal 2l 3 el S
bl G B Sy ety i3 e INR L5

hes Lo 05 ¢ pmleg ¥y JibsS 52801 J2e CCYPBAG Loy g 0all 6 Y1 el slgall o
gl 7l Sl

sl ool Jgolal 5 s 8 3520 2318 o 5T ling i) Jgolal 5 oy 1plda ¥ 15 et |

) ety L i sl 5 e of e U

s ) sl dgslel 5 plasia ¥ eVl ol B ae il e 7Y i 5 2l )1 sl

el 2L Gl 83l e Jgalil 5 opn Bk B gl ipacall

5 s 5T sl el L b (A g Olais) Bgel 2 Y1y B SRl sl

el Slendl s (301 Aylons) 365 odll Sl s] oLl OLEE ¢ polas el ity o JSley

~%-)~(6ﬂ~éﬂ?c‘l"‘5~>&‘ ) el Jadll 353, ¢35 ¢ gl o Jelaty ciandl 5 Lansdll ) 505)

s ool (W
(M Fimea) ¢

O 2B o

(e 00 )9S 9y Jgalel)3)

ke ot 1kl s Jpslel 5 el edl o Al (g 1S 0

HPMC (VS ok ppsgne Gl Gl 519,500 cp g siiall ool pten 1 Rndiemall el yod]

S5V Sl cdal S 55 L ot sl g ) gt Ar g oy ST 65 pgsles

s E ] a5 oL g B (650 i s gp S 0yton il 5 st T

P Ol 03 3 als O S A 5 I LIV g S el 2l e 25891 L (s

Jgabel Y L g el 525 5259 (sl ) el yoly sl Ll LOS) Bl B3le] Loty

o) el &S > Sl Y Sadl ol Jlomedl e any Lodis i) 5 pagl]

) ) A1 A ol

Lo Gllasdl ol S Lansin (il Gob e gl dmy dyslal 3 e 18 n ST ey 1 polana¥

U A landl ol S e ol ik UV e

atally Sladl rlall Iyl A1 s Y+ I LS (o ALL,H“.,M

FEAC RS E N @,ﬁw,uwv,ﬂwaﬁwutﬁs

sl el 3 CYP2D6 5 CYP3A Sto 9IS i torly <Sled Lzl )Ly oY

Il s of Jgolel 5 pm LU 58 5 e 55 26 Jgalal 1)

S b e b S s 5 Jglel A1 o oy 1l LY

REIEARE NN O L sl dpolel 5 ey sSbldaiu ¥

soldaiu ¥ Shlae

radl 6 AN Sl e T 5] Dl 50 Bl 3 0

syl L 0 Bl LSl clogiall (JpnSl) (555,00 ol JLé,Jw _,un.w Sl el o
PENPERIEN]

o sl 3

(ot

L 0 ol 0t B 51 Sl ol gm0 U1 5 e

) LA (kS Il e

s [ Jo 1 o 8 sl SO ) IS iy B ks I

e gl B g ISkl e

wun o L,,;AAJ\ b gl e

oo AT e T gl sl e 3l 018 13 nall 26l 3 ol Jgalil 21 plasid pte o
R A

el el o 3 S sl

O el |

I SV Jgslal Jl plasiaad 3 oI Ll [ blall Loy jdel S

sV 3l 3 et e 8l &Sl kel b Jgolel 1 ey OV 3151 0

5306 o eVl 390, 015155 1513 5,06 SVl 0dn o el £ plusii Y e g slazs Yl o
Lo i slazed 3505 dysbal 2l ey plizie S8y Sl 3l Gl il s
el s gl ) ol 5 gl okl slazs VI yslany 5 ¢ fighall skl e plas Y
b G iy 8 ol 1) e 3 055 O i slaze 1 5l sl bl )

SNy il sVga 5 S lin b dyslel 3 51 Jpmiell e Ophesng (] 5 )l
baged) ol 3161 a3

ol o b el ] o 23V sl all Tl Ol ) )1 B e

JoHs Biall 63bj (I b Ala] o Ogle U1 bl

LA 2ads 1y (i) Mamadly Jgalal 2l CNazal s [w_) BTl dab gl IV g cdeomasnll

o2 ol ool B9 o (S5 A (Jladll iadly Jgalal 5 513 say Joban i)

oo Dl b o M V) Sl esS 25 0

3 dow Jyolel 5 pusias O o o




