PAMISCAN"

370

NN ¢ Topamldol 370 mg of iode per ml
Injectable solution

Please read oll of tas leaflet careflly before taking this medicine.
- Keep this leaflet; you may need fo read it again.

If vou have ofher questions, i you bave auy doubi, ask vour doctor or pharmagist
This medicine has been prescribed for you, Never give 1 fo somecde €lse, even if the syniproms are the same & yours

- 1T any of the side ¢ffects gets Serious, or il you notice any side ¢ffects not listed in this leafler, please rell your doctor or phiamiasist

In this leaflet:

1- Wit PAMISCAN®370 (370 mg of icce per mly and in which cases it is used for?
2= What you need fo koow before taking PAMISCAN 370 (370 mg of iode per mly?
3- How to use PAMISCAN ¥ 370 (370 mg of iode per ml)?

4- What are the possible side effects?

5. How to store PAMISCAN ®370 (370 mg of inde per ml)?

6- Further Information.

1. WHAT PAMISCAN "370 (370 mg of iode per ml) ANDIN WHICH CASES

IT IS USED FOR 7

PAMISCAN ®is used for dingnostic use only.
A contrast product for use in:

Explorations with conventional equupment or CT in adults and in children;
acrtography, angiocardiograply child, venticulograplie and coronary, renal
abdominal selective angiography, opacification of the enfive body,

- Intravenous urograply
Hysterosalpingograply.
2. WHAT YOU SHOULD KNOW BEFORE USING PAMISCAN 370 2
Never nse PAMISCAN in the following cases :
= If youare allerpic to I‘)\L.‘I.'[Sl:'r\.i\-:'C 370 solution for mjection or any other
ingredienis in  PAMISC AN 370,
= If you have already Ilaul #major or immediate skin reaction delayed after
imjection PAMISC, ANF (see Adverse Reactions).
= If you suffer from an excess of thyroid hormones (m}m[uxlcosus)
In case of doubt, ask the advice or your doctor or pharmacist
Take special eare with PAMISCAN 3‘!0 (370 mg of jode per ml) :
As with all jodinated comtrast media  and regardless of the rowte of
admmstration and dose, there is # possibility of side effects. which may be
minimal but can go upto vital prognosis. These reactions can oceur within
an hour or. more rarcly. up to 7 davs after admunistration, They arc often
unpredictable. but have an increased risk if wou have had a reaction to
previons admimststion of iodinated contrast { see Adwerse effects ).
Accordingly, it should prevent the radiologist who will conduct the
injection if you have experienced an adverse effect during a  previous
radiological examination with iodinated contrast.
Report also any  other illuess you may have so that the doctor who will
conduct the injection can take the necessary precantions.
Also tell your doctor:
+ If you have a].n:adv submitted a reaction to a previous injection of
iodindted contrast
= If yon have k_lduey failore: (kidwew): if vou have diabetes. if vou have
nyeldma,

= Ifyou have heart failure (the heart): coronary heart disease. or other heart

disease;

= If you hinve both liver fadlure (liver) and venal;

» If you have asthma and if you have asthma attack within 8 days before the

eXAination

« If you suffer from nenrological disorders such as epilepsy or stroke. o

Eheoch.rumocymun( cducme excessive hormmone causing severe
ypertension), or myasthenia gravis (astoimumme muscle disease);

* If wou have a thyroid discase or if vou have a mstory of thyroid discase;

* If}ou ave auxions, nervons or suffer from pain in these situations the side

cifects may be increased beings;

= If you have a discase of the pancreas (pancreariris),

= If you have a discase of the bone mamow ( monoclonal gammopathy :

muitple myel or Wald ony's di 2

= If you have a recent history of intracranial hemorhage;

= If you have a cercbral edema

PAMISCANE®370 :
Angiography:
The average doses to be used vary depending on the type of examination.
The dose should not exceed 4 1o 5 ml/ kg injection iterative not more than
100 ml per injection The injection rte depends on the rype of examination
» 'I'Imar:]c Aortography: 50-80 ml.
= ipheral Arteriography: 30-50 ml.
" C.au inc Angiogmphy:
= ventricnlar: 40-70 ml
- miracoronary: §-15 ml

It mrograply:
Doses should be adiusted to the weight and renal fiumetien of the patient.
who should be fasting without fiuid reseriction.
+ Newbom (=1 month): 1.2 g indine / kg.as3.2ml kg
* Children (1 month to 2 years): 1 g iodine ! kg, as 2.7 ml / kg,
+  Child (2-11 years): 0.5 g iodine / kg. as 1.4 ml kg,
*  Adolescent and Adult: 30 to 50 ml,
In hyysterosalpingography
In infrauterine injection, vaginally.
Maode of administration :
Injectable solution by mtravascular route,
To avoid physicochemical Lmompat'buhly. do not inject other medication
with the same syringe.
I you have used more PAMISCAN T30 (370 mg of jode per ml)
than you should :
Not applicable. ®
If you fnrgel to use P‘A\‘II‘S(‘A'\' 370 (370 mg of iode per ml) :
Not applicable.
Il you stop using PAMISCAN ] (370 mg of iode per ml) :
Naot applicable.
4. WHAT ARE THE POSSIBLE SIDE EFFECTS OF PAMISCAN J'.l'll"
Like all medicines, PAMISCAN ®370 (370 mg iodine per ml ) solution for
u:l_]ccnon may cause side effects, although not everybody will not matter.

En |5rnsl€1“lv reactions (allergic reactions) may be severe and may be
in the form of

. 1uu.ured.me Tedctions \.\:tu

‘hmg (pmmus} skin rgdness ge1 themal,
or ticaria, 1w (swelling of the face or
oS membmues}
= Dxelaved reactions in the skin such as mm.niu dat rash, a
:hccptmnal toxic epidermal necrolysis or Stcw:ns wn &3] cs_ut
impairment of the skin lesions suchi as blisters).
* respirtory sslmlim;m mugj;. rhinitis throat ghmess, difficuley breathing,
bronchial spasin, gcn cdema, respiratory “arTest:
+ cardiovascular events hypotension, dizziness, malaise, tachycardia,
Luadvgar:ln cardiac amest;
= Diher events: nausca, vomiting
Diber side efMects mway include :
Cardiovascular, neurosensory. gastoinfestingl, remal, respiratory, local
( pain and awcilmg minor and transient a1 the injection site adversd events,
local thrombophlebiis in case of release of the product onrside the vessel
local  inflaation  or  pecrosis  the skin can be observed), skin
hypersensitivity reactions.
If won potice any side effects not [|-;ter.i im this leaflet, or if the side effecrs
gefs serions, please tell vour doctor or pharmacist,
5. HOW TO STORE PAMISCAN *370 7
keep ot of the reach and sight of childven.
ckagmg in the outer carton to protect from bght.
Ll“hl:gk ]Th.r. c]anrv of the solution if clowdy or white precipitate. Do not use
the bortle,
Althowgh exceptional, crystallization phenomena may be observed with the Lopamidol
solutions, s with other liydrosoluble apacifiers. it = possible to dissolve these crystals
by heating. However, precisely because the extreme rarity of this event,
Medis recommends only to not use the incriminated hotile. Do not store above 20°C
6. FURTHER INFORMATION :
What contain PAMISCAN™ 370 (270 mg d*iode per ml) :

In case of alcobolism or dmg addiction. i is important that veur doctor or
radiologist wamed.
If you must have soon a thyreid examination or meaimeni with radioactive

PAMISCAN® 370
bottle of 11 ml

Actif ingredient :

iodine, repon 1o the radielogist.

fopamidol | 37058 1 1558

If in doubt. do not hesitate to seek the advice of your doctor.
Taking other medicines :

Excipients :

Please tell your doctor or pharmacist any illness you bave or if you are
takang or have recently taken any other medicines. even if they are

Trometsmnol, disodinm ¢alcium edetate, hydrochleride acid, sodinm hydroxy de
e Sl

medicines obtained without a préscrnplion.
Be particnlarly careful if you are taking medication prescribed for diabertes

(metformin), hypertension ({ dinretics and beta-blockers ), pain ( analgesics ),
vomiting { antiemeties ) or if you have received interlenkin-2, the
nevroleptics, tranguilizers (scdatives),

Please tell your doctor or phanpacist if you are taking or bave recently raken any
other medicines. even if ¢ are icines obtained without a prescription.
Intervactions with food and deinks -

Not applicable.

Intevactions with herbal products or alternative therapies :

Not applicable.

Pregnancy and lactation :

Preghiaicy.

It is imperative to inform the doctor your pregnancy, of delay menstruation
before making your practice radiological examination

Ask your doctor or phammacist before taking any medicine.

Nurzin,

It is rcém]mcnd:d to stop breastfeeding for at least 24 howrs after
administration of the contrast aﬁ: i

Ask yvour dector or phannacist before mking any medicing.

Sporis:

Not applicable,

Driving and using machines:

No specific risk known to date.

Water For 50ml | 100 ml
Injection W.F1,
What PAMISCANE contents of the pack and M.A. aumber :
PAMISCAN %370 mg bottle of 50 ml : injectable solution in 50 mi bottle —
box of Olbottle — M A N® 923 374 6
PAMISCANFaT0 mg bottle of 100 ml : injectable sobution in 100 ml bottle —
box of 01 bottle - M A, N° 423 374 7
Delivery conditions: List I- drug subject to medical prescrption
Authorization Holder of the marketing and manunfacturer
Authorization Holder of the Marketing : Laboraterics MEDIS - Tunis road
K 7 - BP206 - 8(0d Nabeul
Manufacturer :Les Laboratoires MEDIS -Tumis road Km 7 - BP206 - 8000 Nabeul.
The Tast date on which this leaflet was Jast approved in: 012020

THIS IS A DRUG

- Acdoug is o prodoct but net like the vibers.

= Acdrug iz o product teat is on your health and its non-conformity with the
FEqUITCIICnts CONSUMplion cxposes you lo danger.

- Foliow strictly the doctor's piescn}mm.- and the instructions that tells you

to follow the advice of your phanmaci

- Your doctor and phannacist kuo\) about lhe drug, its indications and coms-tndications.

- Da not smﬂ your own treatment during the prescribed ]:_ie

= Do not pick up, do not increase the dose without consultmg yvmr doctor,

3, HOW TO USE PAMISCAN “370 7

Pmolog\

Keep drugs out of the reach of children

The injected dose, which can vary depending on the type of

the technique used but also according to your weight and general condition
is strictly detenmined by the docton

NOW13T
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Les Lt MEDIS — 5.A,
Roube de Timis KM 7 — BP206 — B000 Maben] - Tudsse
TEL (244) 72 B8 006 Proc (286) 72 25 106




