Cold Calm

Reduces the
effects of:
Allergic rhinitis
Nasal congestion

Composition:

Each Prolongedrelease capsule Contains:
Loratadine5mg

Phenylephrine20 mg

Excipients: Ready tofill pellets

Therapeuticindications:

For  Symptomatic relief of allergic rhinitis, nasal
congestion and nasaland eye pruritus.

Posology:

Capsule:

adultsand kidsolder than12yearsold;one capsule every
12 hours.

Contraindications:

Hypersensitivity to the components of the formulg;
MAOI (up to 14 days after having stoped the product);
narrow angle glaucoma; urinary retention; Severe AHT,
and hyperthyroidism; stenosis peptic ulcer and diabetes
mellitus; pregnancy and lactation.

Warnings and precautions:

Sympathomimetic agents should be used with caution
in patients with glaucoma, stenosis peptic ulcer,
pyloroduodenal obstruction, prostatic hypertrophy and
bladder neck obstruction, increased intraocular
pressure and diabetes mellitus; sympathomimetic
agents should be used with caution in patients treated
with digital;sympathomimetic agents can stimulate the
CNS and cause seizures and cardiovascular collapse
associated with hypotension;in patients 60 years of age
orolder,sympathomimeticsare also more likely to cause
renal adverse effects, caution should be exercised when
administered to elderly patients; in patients with I.H. a
lower dose should be administered initially, since these
patients may have a slower loratadine clearance, half of
the recommended dose is recommended as an initial
dose;

Safety and efficacy have not yet been established in
childrenunderi12years.

Liver failure:

Caution. In patients with I.H. a lower dose should be
administered initially, since these patients may have a
slower clearance of loratadine, half of the recommended
doseisrecommended asaninitial dose.

Interactions:

In controlled clinical studies, an increase in plasma
concentrations of loratadine has been reported after
concomitant use with ketoconazole, erythromycin or

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 physician’s prescription, the method of use and the instructions
of the pharmacist who sold the medicament. The physician and the pharmacist
are ex{)erts 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 physician.

KEEP THE MEDICAMENTS OUT OF REACH OF CHILDREN

(Council of Arab Health Ministers) (Arab Pharmacists Association)
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cimetidine, but without significant clinical changes

(including electrocardiographic changes).

Loratadine is metabolized by CYP3A4 and CYP2D6

isozymes of cytochrome P450. Therefore the use with

otherdrugsthatinhibit or are metabolized by these liver

enzymes can lead to changes in their plasma

concentrationsand possibly harmful effects.

When sympathomimetic agents such as phenylephrine

hydrochloride are administered to patients receiving

MAOI, hypertensive reactions, including hypertensive

crises, may occur.

The antihypertensive effects of methyldopa,

mecamylamine, reserpine and alkaloids derivatives can

be reduced by sympathomimetic compounds.

B-adrenergic blocking agents can also interact with

sympathomimetics.

Lab: The administration of antihistamine agents should

be discontinued approximately 4 days before

performing skin test procedures since these drugs can

prevent or decrease reactions that would otherwise be

positive for dermal reactivity indicators.

Pregnancy:

Contraindicated.

Lactation:

Contraindicated, loratadine excreted in breast milk.

Adverse reactions:

Severe AHT, tachycardia, palpitations, nervousness,

insomnia, asthenia, headache, vomiting and reflex

bradycardia with the use of phenylephrine; fatigue,

drowsiness, dry mouth, nausea, gastritis, rash, insomnia

with the use of loratadine.

Elderly patients are more susceptible to the

hypertensive and bradycardic effects of phenylephrine,

so they may have reduced cardiac output as a result of

sinus bradycardia, increasing the risk of possible cardiac

insufficiency.

Storage conditions:

Store below 30 C. Out of the reach of children.

Packaging:

- Carton Box contains 2 Blister of Cold Calm each blister
contains Prolonged release capsule10.

- Carton Box contains 50 Blister of Cold Calm each blister
contains Prolonged release capsule10.

® @ ®/Ugaritpharma

mym
www.ugaritpharma.com Jﬁ

UGARIT (=]
)" Ugarit Pharmaceutical Co., Aleppo- Syria

(DIl >




@ @ ©

4 -SGS- 0, _s.ﬁs_ 0,

Ue Walihgd il Sl ody. (L@l dslypanllulusiiela oo
la) P450 091 aqisuill(o CYP2D6 g CYP3A4 Uloyjul duph
Ll onmiglla 11y LAl 53V dgall Ro Uroljioll plaai wilule
WA OO Wl Ol Ba& UluAcs 0aa a 1AL il da il
duAlaoll ol slaclaic. 6)LA il loyjg oy dunlall Lojilul
U Sliyualloub ol ajglagiate ()l Juito Jio sagl
Wlojiella o Lo ol e £l wilelitia ~ja 5 MAOI
JBUIGagU Al _nollJolgsll L850l A ). Al ns A ELQ))l
WL Siii0 9UuIB ) UtoMiolato. Ligy Utitel h e lldn olAll
SoJeloildylipalitiwl_1alaJolos) Ay Wlaggl 6l
. @agJlalAlaoll

wlga J16 o liuall wlalao Jolid (e Lo 8qilluing lluisl
Uo U181 91 &doi Uluae) dygaliora Yl alalljlial slm] (ool
Alalideloiulipbgol dulayugaiw il yeellagy)
Wil abA o Jodl

Aclayl

gl a oo abheUljpoy il alhe

Al =9l agay

Apn eIl geo Al o E o iinl Gilpilipal s s E10)
4116 pola Al So Liléll ey 2io §u8lLElanlagli«@)ul
Ao 62 =o)lulaillylis)lo ol yuls il il (o)l
aliljg) plaAail &o@llg

wlél g ol s ELT it dua e Jialyginell Gua ol
el Jazo poualeAailmaya]ygaya S o JWlig iyl Juirel)
JeA 6U9a A Ao i oo tlluil dlleln Jdayiiul &l
e laue ydugiol dayaigga A Aol AG N ):AG Al ngpid
Jhil gliio

A=l

JAmJaagh A Ao Uo piuly (odesgiaidligiphadgie —
Jilé)a o WVguA LGl Kl

JA i agh A aiio o Ky 0 ode (59inidyigifadgie —
Jilé)a o WVguA L Goiny Jiuyl

®® ®/ugaritpharma

www.ugaritpharma.com

= UGARIT

Ujouw — wila @uslgall lelinl) Cuyjlégi

alls

Alel o6 A1)
o 2N GV oldill
w-5i1/] ylgial

syl

:ode (5910 ailléa)ao Mgua Jh

&looualijgl

&lof 0ol Juito

lélguull

du=illéjalauun

Amil=llabuniwyl

A ~galIYLGinl G AT UIulailluAlel (o @ Aill
Loillguusll

:Clepall

wWJou sl

el JA6anlg@guuasdimr (Lo lw AUl e hlg sl
clhiwVllalae

WLy a2ogs 1€ Lin ) MAOI dnllciligao) duwliualingo
ol AJIEWI Iy Jo Jluyul  yialdygldlgun @l (clgadl
duoralld_np6ll.dr 6)alleasiinliiing6gaya il by il
debaplgonlgraulua)ogudnill

Wlaliayig palagll

WGIPloALo Aie jA g sagldual aollJolglllaAi iuluiny
AT iie LBl OJlgUl Al WiVLAL S LATI Ao alld a6l
UALog sl Al sl éabjdiliodl@ic ala_nilasli gl
A sagldual_aollJolgsliplasai wliing.gsra il
o aiuldyagliJolg=lAes Jlitmyalylgalge (i ool
Vileguild haggdicynulbigiviuiiggjisiollodn=lijlanll
rosllgougel yAlloaollsapallhasAualaailih o
dpliyoileloisagulalao wwiyldoinell o il ble ).
VOt UL ol bselllaslac] aie a2l AT L9 Agls
Jsldciaelnclunya ialiulaill (o Ueiley il ool
Ua__JielhYioayalygasa 6okl Vga YV IHAILWY 10
dygldeiaslasongollidealianiplaaimloung) (sl
Lolelr guwygaJlahil s dyle@lig doluiciiifod

Uo Vgl ool 63 )AAIloangs: a—iall J—iidll
gayldsas deinad sldeinolasiviuny.a Aallulaill
dejallenianiy.gatljiglUafelblpaaugay as sl
Aygldeiaalaiongoll

: sloadl CulLAlail

Al 6 6aUj e SV o ayle pia o)l dy il ol oo
WJojugagitall &o ol fiodlolaAai wllas y(aliljgUio Lojllul
Lo) 6145 Gy Cal a3 92 U9 Wy ito )l o UiLog Kyl

s aall 13 o)

L pantiiall e o 5xS pad (ST jiantiiie o) sall o
o ohall el ey Claalaill GBS aSDgiul g clina e 5 jumatiue ol sall o
Y anall Cladat; Lsle (o pemiall Jleainl) 48 5l s Culal) 3dun 5 38y wl -
Loy Axdis o) pall Gl onall Lea Vsl g cankalls | el Led a5
Ll 3Laial ¢ g Leale 335 W 5 cludd o8l (e Badaall el B2 adadi Y -

JULY) sl Joliia B Tl g S5 Y
(woad Al 15 el )

() il sl )



