
AGGRASTAT
®

Conccntratc solution for l. V Tiro:tiban hydrochloride 
infusion equivalent ta 0.25 mg/mL Tirofiban base 

Read ail of this leaflet carefully before you start taking this medicine. 
� Keep tlüs leaiïet. You may need to rnad ü aga.in 
• Ifyou have any further questions, ask your docior or phannacist. 
• This medicine has been prescribed for you. Do not pass it on to others. It may harm them, even if 

their sympton,s are the same as yours. 
• If any of the side eftf:cts get serious, or if you notice any side effects not listed in this leaflet, please 

tell your doctm or pharmaci�t. 

In thls leafiet: 
1. Vlhat Aggrastat is and what ii is used for 
2. Before you take Aggrnstat 
3. How to take Agg:rastat 
4. Possible side effects 
5. TTow tn Rtore Ag.grastat 
6. Fi.rrthcr information 

L ,,'bat Aggral:!fat is and wlui !' it is used fo:r 
Aggrastat is used to help assist the blood flow to your heart and to help prevent chest pain and heart 
attacks. Jt works by preventing plate1ets, ce11s found in the blood, from fonning blood dots. 
Tills meJicîne may also he m;eJ in patîents whose heart ve:,sels dilated wit11 a balfoon 
(percutaneous coronary intervention or PCI). This is a procedure, possibly with implantation of a small 
tube (stent), to improve the blood flow to the heart 
Aggrastat is intended for use ,vith aspirin and unfractionared heparin. 

2, Befon• you takeAggrastaJ 
Do not use Aggrastat 
• if you are allergie (hypersermitîve) tü tirofihm or any of füe other ingredients of Aggrastat (listed 

Section 6 "What Aggrastat contains" 
• if you aJe bleeJi11g iukmally or have a hii.tmy ofbleediug internally wilhin füe last 30 day::t 
• if you haYe a hîstory of bleedlng in the brait,, brain tumor or ab normal blood vessel& ln the hrain. 
• ifyou have severe uncontrolled high blood pressure (malignant hypertension). 
• if you have a low blood platelet crnmt (thrombocy1openia) or prnblems witb b1ood ç]otting 
• if you developed thrombocyiopenia if you had received treatment with Aggrastat or another medicine 

in the same group of drugs previously. 
• if you have a hù;tory of stroke within the last 30 days or any history of strokc with blcedi11g. 
• if you have been seriously injured or had a major operation within the last 6 weeks. 
• if you have severe li ver disease. 
Your docl.or will review your medica! histmy to ifym.J. are ut an im ... Teased risk of any :1ide effects 
associated with being given this medicine. 
\VJtrnings: and precaufüms 
Talle to your doctor before using Aggrastat, if you have or have brui: 
• any medical prohlems 
• any allergies 
• cardiopulmonary resuscitation (CPR), a biopsy, or a procedure to break up kidney stones within the 

last 2 wccks 
• bcm seriously injured or had a major operation v.,ithin the las1 3 months 
• an ulcer in the stomach or intestine ( duodenum) within the last 3 months 
• a rccenl. bleeding disorder (i.vithin 1 year) such as bleeding in i..hc stomach or intestine, or blood in 

your urine or stool 
• recent spinal procedure 

ma hlstory or symptoms of :,plitting of the aorta (aortic <lissccl.ion) 
• uncontrolled high blood pressure (hypertension) 
& an inflammation of the 1ining around your hcart (pericarditîs) 
� an inflammation of the blood vcssels ( vasculïtis) 
• problems with the blood vessels in the back ofyour eye (retina) 
& treatment wiili medications that help to prevent or dissolve blood dots 
• kidney problems 
• a special intravenm1s line inserted under your collar bone within the last 24 hours 
� herut failurc 
• very low blood pressure due to a failing heart ( cardiogenic shock) 
� a liver disorder 
� low hlood cou.nt or anemia 
Other medicines and Aggrastat 
ln gcncral, Aggrastat can be used with other mcdicincs. Pleasc tell your doctor if you arc taking or have 
recently taken or might take any other medicines, including medicines obtained without a prescription, 
as smne drugs may affect cach oilier's action. It is cspecially important tell your doctor if you arc 
laking other medicincs thal help prevem your blood from clotting such as warfarin. 
Aggrastat witb food and drink 
Footl and drink have no effcct on this mcd.icinc. 
Pregnaocy and brea.stfeeding 
ffyou are pregnant or breastfeed.ing, think you may be pregmmt or are plruming to have a baby, ask your 
doctor for advice before using this medicine. 
Drhing and using: machi.iles 
Due to your disease state, you will not be able to drive or operate machinery while Aggrastat is being 
used. 
Aggrastat contains sodium 
This medicinal product contains approximately 189 mg of sodium per 50 ml vial which should be tak:en 
.i.nto considcrntion by patients on a controlled sodium diet. 

:t How to take Ag�rastat 
Aggrastat should be prescribed by a qwdi:fied doctor who cxpericnced in the management of heart 
attacks. 
You have been given, or are about to be given, Aggrasiat into a vein. Your doctor will decide on the ap­
propriate dose, depending on your condition and your weight. 
Use in Chiidren 
The use in children is not recommended. 
If ycm use more Aggraslid than you should 
Your dose of Aggrastat is carefully monitored and checked by your doctor and pharmacist. 
The most frequenily reported symptom of overdose is bleeding. If you notice bleedi:ng, you shou1<l 
natif)' your health care professional immediately. 
If ym.1 :forgct to use Aggrastat 
Your doctor will dccide whcn to admini:;li:..'l" the dose. 
If ym.1 stop using Aggra5tat 
Your doctor will decide when trcatment should be stopped. However, ifyou wish to stop your treatment 
earlier, you should discuss other options with your doctor. 
If you have any funher questions on the use of Hris mcdicinc, ask your doclor or phannacist. 

4. Possible side effects 
Like a11 medicines, Uris medicinc can cause sidc effects, although nol everybody gets th.cm. 
'fhe most common sïde effect of treatment with Aggrastat is bleeding which couid occur anywhere în 
the body. This can become serions and may, rarely, be fatal. 
1f sidc cffecffi occur, they may nced medieal allcntion. Whilc using Aggrastat, if you devclop any of the 
following symptoms, you should contact your doctor immediately: 

signs ofblceding in the skull su:ch as pain in the head, sensory impairments (visu& or hcaring), 

<lifficulties in speech, numbncss or probkms wil.h movL'Tilent or balance 
- signs of intemal bleeding such as coughing up blood or blood in your urine or stool 
- signs of serious allergie reael.ions such as dlfficulties in breathing and dizz:incss 
Below is a list of side effects that have occurred în some people following treatment with 
Aggrastat. The side e:ffects �re listed in decreasing order offrequency. 
Very common (may atlect more tban 1 in 10 people): 
• Bleeding after surgery 
� Bleeding undcr the skin. at lhc site of an injection, or inlo a muscle, causing swelling 
• Small red bruises on the skin 
� Invisible blood in urine or stool 
� feeling sick 
• Headache 
Common (may affect up to 1 in rn people): 
• Blood in urine 
� Coughin.g up ofblood 
� Nose blceds 
• Bleeding in the gums and mouth 
� Bleeding from vessd puncture site 
• Reduction in red blootl cells (reduced haematocrit and haemogiobin) 
• Decrea-.es in platelet count helow 90,000/mm.3 

� fever 
Uncommon (may affect up 1o 1 in 100 people): 
� Bleedin.g in the stomach or intestines 
• Vomiting ofblood 
• Decreases in platelet count below 50,000/mm.3 

Not known (frequency cannot be esiimated from the availabie data): 
• Bleeding in the skull 
� ! !aematoma in the spinal reb,>ion 
• Hleeding in the abdomen of the internai organs 
• Accumulation ofblood around the heart 
� Bieeding in the lung 
� Acute and/or severe decreases in platelet counts below 20,000/mm3 

• Severe allergie reactions with tighmess of chest, hives or nettle rash, including reactions that cause 
difficulty in breathing and dizziness 

Reporting of side effects 
If you get any side effects, ta.lk to your doctor, phannacist or nurse. This includes any possible side 
ctkcts not listcd in this leafkt By n.:porting side cffects you can help prnvitk more information on the 
safoty ofthis medicine. 

5. How to store Aggrastat 
Keep this medicine out of the reach and sight of children. 
Do not store above 30°C.
Your physician and pharmacisl will know how to store and dispose of lhis medicine. 
Do not use this medicine after the expiry date which is stated on the label and outer carton after EXP. 
The expiry date refers to the last day oftbat month. 
Do not ftceze. Kcep container in outer carton to protect from lïght. 
Do not use this medicine if you notice there are visible partiel es or discolouration of the solution be fore 

Uo not lhrow away any me<lfoines via wastewalt:r or househoki waste. Ask your pharmacist how to 
throw away medicines you no longer use. These measures will help protect the environment. 

6 • .fi'urther information 
Wha1 Aggrastat contains 
The active substance is tirofiban hydrochloride monohydrate. 
1 ml of Aggrastat contains 281 micrograms of tirofiban hydrochloride monohydrate which is equivalent 
to 250 micrograms tirofiban, 

!Marketing: 

The ot.her ingredicnts an.: Soilium chloride, sodium citrate dihydrnte, cilric acid anhydrous, water 
injection, hydrochloric acid and/or sodium hydroxide (for pH ruijustment). 
Wbat Aggn.stat fooks like and conteTits of pltck 
Aggrastat is a clear, colourless concentrated solution available in a 50 ml Type I glass vial. 

The followfog information is h'!tended for hcalthc:ue pmfessimrn.ls ouly: 
This product is for hospital use only, by specialist physicians experienced in the management of acute 
coromuy syuùrmm:�. 
Aggrastat Concentrate must be diluted before use. 
Aggrastat should be administered with unfractionated heparin and oral antiplatelet therapy, 
inclurling acctylsa!icylic acid (ASA). 
Posology and method of administration 
In patients who are managed wit:h an early invasive :.trategy for Non-ST-Segment Elevation Acute 
Coronary Syndron1t (NSTE-ACS) bul not planned to und�1-go angiography for at least 4 houn; and. u_p 
to 48 hours after diagnosis, Aggrastat is given intravenously at an initial infusion rate of 0.4 microgram/ 
kg/min for 30 minutes. At the end of the initial infusion, Aggrastat should be continued at a maintenance 
infusion raie of0.1 microgranvkglmin. Aggrastat should be given with unfractionated heparin (usually 
an intravenous bollls of50-60 Units (U)/kg simultaneously with the start ofAggrnstat therapy, then 
approx. 1000 U per hour, titrated on the basis of the activated partial thromboplastin time (APTT)s 
which should be about twice the normal value) and oral antiplatelet therapy, including but not limited 
to ASA, unlcss contraindicated 
In NSTE-ACS patients pla.nned to undcrgo PCI within the füst 4 hours of diagnosis or in patients with 
acute myocardial infarction intended for primary PCI, Aggrastat should be administered utilizing an 
initial bolus of 25 micrngram/kg given over 3 minute period, followed by a continuous infusion at a 
rate of0.15 microgram/kg/min for 12-24, and. up to 48 hours. 
Aggrastat should be administered with unfractionated heparin (dosage see above) and oral antiplatelet 
therapy, including but not limitcd to ASA, unlcss contraindicated. 
No dosage adjustment is necessary for the elderly. 
Patients wiîh sev.ere kidntJfailure 
In ,;evere kidney fa.ilure (creatinine clearance< 30 m1'min) the dosage ofAggrastat should be reduced 
by 50%. 
Paediatric population 
The safety and efficacy of Aggrastat in ehildren have not been established. 
No data are availabie. 
Stan: and duration of Aggrastat 
In patients who arc managcd with an carly invasive strategy for NSTE-ACS but not planned to undergo 
angiography for at least 4 hours and up to 48 hours a:fter diagnosis, the Aggrastat 0.4 microgram/kg/min 
loading dose regimcn shmld be lnitiatcd upo11 diagnosis. The recommendcd durat.îon of the 
maintenance infusion should be at least 48 hours. Infusion ofAggrastat and unfractionated heparin may 
be continued during coronary angiography and should be maintained for at least 12 hours and not more 
than 24 hours aftcr mgioplasty/atherectomy. Once a patient 13 clinically slable and no coronary 
intervention is planned by the treating physician, the infusion should be discontinued. The entire 
duration of treatmcnt should not cxcecd 108 hours. 
Ifthc patient diagnosed \Vith NSTE-ACS and managcd with an invasive strategy undergocs angïography 
within 4 hours after the diagnosis, the Aggrastat 25 microgram/kg dose bolus regimen should be 
initiated at the start of PCI with the infusion continued for 12�24 hours and up to 48 hours. 
In patients with acule myocardial infarction inlt...wnded for primary PCl, the bolus infusion rcgimcn shoukl 
be initiated as soon as possible after diagnosis. 
Concurrent therapy (unfractionated heparin, oral anûplatelet therapy, including ASA) 
Treatment with unfractionated heparin is initiated with an intravenous bolus of 50-60 U/kg and then 
cont.lnued with a maintenance înfüsion of 1000 unitR pcr hour. The hcparin dosage 1s titrated ro rnaint.ain 
an APTT of approximatcly twicc the normal value. 
Unless contraindicated, ail patients should receive oral antiplatelet agents, indu.ding but not limited to 
ASA, beforc the siart of Aggra.c;lut. TI!is medication shoultl be contfoued al lea;;t for the <lural.inn of lhc 
infusion of Aggrastat. 
Most studies investigating the administration of Aggrastat as an adjunct to PCI have used ASA in 

combinat.ion ,vlth clopidogrcl as oral antiplatekt l.herapy. The ctficacy of the comblnation ofAg:grnstat 
with either prasugrel or ticagrelor bas not been established in randomized controlled trials. 
If angioplasty (PCI) is requircd, hcparin should be stoppcd aftcr PCI, and the sheaths should be 
withdrawn once coagulation has rcturned to normal, e.g. when the acti.vated clotting timc (ACT) is less 
than 180 seconds (usually 2-6 hours after discontinuation ofheparin). 
lncompatibil.iti.es 
Incompatibility has been found with diazepam. Therefore, Aggrastat and diazepam should not be 
:adminfat'-'-red in the sa.me intravenous lino. 
No incompatîbilities have been found wilh Aggrastat and the following intravenous formulations: 
atropine sulfate, dobutamine, dopamine, epinephrine HCl, furosemide, heparin, lidocaine, 
midazolam HC!, morphine sulfate, nitroglycerin, potassium chloride, prnpranolol l !Cl, and 
famotidine injection. 
hntrm::tions for use 
AGGRASTAT Concentrnte must be diluted before use: 
1 Draw 50 ml from a 2.50 ml container of sterile 0.9 % saline or 5 % glucose in water and replace with 
50 ml AGGRASTAT {from one 50 ml puncturc vial) to makc up a concentration of 50 mkrogram/ml. 
Mix well before use. 
2. Use according to the dosage table below. 
The foHowing table providcd as a guide to do:1age adjustm'-''îlt by wcight. 

Patient 
Weîgi..tt 
(kg) 

fl.4 micmgram/kg/rnin 
Loa<ling Dose Regir:nen 

Most Patients 

0.4 rnicmgram/kg/mtn 
Loadi:ng: Dose .Kegîmtu 

Severe Kîdney 
f1ailun:,• 

25 micrngram/hg 
Dose Bolus RegÎintn 

Most Patients 

25 mtcrogram/kg 
Duse Dolus Reg:imen 
Severe Kidney Failure 

30-37 
38-45 
46-54 
55-62 
63-70 
.J..1..:79 
80-87 
88-95 

30min 
Loading 
Infu.sion 

Rate 
_Jml.� 

16 
20 

_ 36_ 
- 4(}_ 

44 
96-104 _ 48_ 

105-112 52 
113-120 56 
121-128 
129-13ï 
138-145 
146-JSJ 

-

-

Maintenance 
Infusion 

Rate 
(ml/lrr) 

_6 
7 

_ 9 _ 
_ 10_ 

11 
12 

- -

13 
14 

_ 17_ 
18 

30 min 
Loading 
înfusioii 

Rate 
(ml/hr) 

8 
10 
12 

14 
16 

24 
26 

28 
30 

32 

Maintenance 
Infusion 

Rate 
(ml/lrr) 

l_ 
4 

4 
_L 
5 

6 
6 

7 

8 
8 

Bolus Maintenance Bolus 
(ml) Infusion (ml) 

21 
25 

-29--
-33--
_38 __ 
_42 __ 

46 
_50 __ 

54 
58 

_ 71 __ 
_ 75 __ 

Rate 
(ml/lrr) 

_9_ 
11 

12 
_J4 

15 
16 

18 
20 

21 
22 

24 

-o 
-o 

-C 

-C 

10 
13 
15 
17 
l_'l _ 
21 
23 
25 
17 
29 
Jl 
J3 
3L! 3]_ 

AGGRASTAT Concentrate must first be diluted, as noted under Instructions for Use 
* Wheœ ilie solution and container permit, parenleral tln1gs should be ïnspeeled for visible 

particles or discolouration before use. 

Maintenance 
Infusion 

Rate 
(ml/lrr) 

4 
_5 
_5 

6 
_7 
_g 

8 
9 -
10 
10 

_11 -
12 

_13 _ 
13 

.. Aggrnstat shmùd only be given intravenously and may be administered with unfractionated heparin 
throngh the same i nfü.sion tl.l.be. 

• It is recommended that Aggrastat be administered with a calibrated infusion set using sterile 
equipment. 

., Care should be takcn to emmre that no prolongation of the infusion of the initial dose occurs and that 
miscalculation of the infusion rates for the maintenance dose on the basis of the patient's weight is 
avoidcd. 

Special precautions for storage 
Do not use AggrasUlt after the expiry date which stated on the label and outer carton after <EXP>. The 

expiry dalc refers to the last day of that monlh. 
Do not freeze. Keep container in outer carton in order to protect from light. 
Aficr dilution the product should be uscd immediatcly. Ifno: uscd immcdiately, in use storagc 
conditions would normally not be longer than 24 hours at 2-8°C. 
Na.hue am:l contents of container 
Aggrastat is a dcar, colourless conccntrated solution available in a. 50 ml Type 1 glass vial. 
Spcdal precautlons for disposai and other handling 
Any unu-;e<l produet or waste material shouJJ be di:iposeû ofin acuordmwe with local 
requirements. 

This is a m.cdicament 
- Medicament is a product whlch affects your hea.lth 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 

phannadst who sold you the medicameuL 
-The doclor and the pharmacist are experls în medicine, ils benefüs and risks. 
- Do not by yourself interrupt the period of treatment prescribed. 

Do not repeat the sarnc preticriptiün without con:.ulting your <loctor. 
- Keep ail medicaments out of reach of children. 

Council of Arab Health Ministers 
Un.ion of .A.ntb pha.rmac:islj 

Marketing Authorization Holder And Fïnal Batch Releaser : 
ALGORITHM S.A.L. Zouk Mosbeh, Lebanon 
Manufac1un,-r: 
Siegfried Hameln GmbH, Langes Feld 13, 31789 Hameln, Gennany 
® .Registered Trademark ofCardiome International AG . 
Ali rights reserved. 
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