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What  is in this leaflet: 
I .  What Granisetron Combino 1)h;11.1n 3 mgI3 ml, concentrate for solution for inli~sion is and wllat it is ilseal 
lbr 
2. What you nccd to know beforc you ~rsc Ci~.anisctron Combino Ph:~rm 3 mg13 1111, concentrate for solutioll 
for infusion 
3. I-low to use Granisclron Cornhino Phwm 3 mgI3 ml, conccntralc for solution for inflsion 
4 .  Possiblc side el'fects 
5. I-low to store Granisctron Cornhino I'harm 3 mgI3 ml, concentlxle for solutio~l for infi~sion 
6 .  Contcnls of the pack and other information 

1. WHAT C o n i b i ~ ~ o  1'11ar111 3 111gl3 1111, conceniraie for soluiiotl for infusio~t IS AND WHAT IT IS 
USED FOR 

Granisetron belongs lo a group of lnedicincs called 5-1-l'T3 receptor antagonists wllich act as anti-emetics. It is 
used to prevent and treat nausea (fccling sick) and vomiting (being sick). 
Granisetron is used to stop you llom l'eeling or bcing sick a fe r  certain types of treatment, for example, 
chemotherapy or radioihcrapy. 

2. 	 WHAT YOU NEED T O  KNOW BEFORE YOU USE Graoiselron Combino Pharm 3 mgl3 ml, 
concentrate for solution for i~~fusion 

Do not use Granisetro~l Conlbino I'harm 3 mgI3 ml, concentrate for solution for i~~fusion:  
- if you are allergic granisetron or any of the other ingredients of this medicine (lislcd in section 6) 

Take special care with Granisetron Combino P l ~ a r m  3 mgI3 ml, concentrate for solution for infusion 
if you are allergic lo granisetron or other antiemetic products 
if you have been told by a doctor that your bowels don't work propcrly 
if you have any pain in your abdomen (tummy) or your abdomen feels distended or swollen 
if you have severe constipation 

Using other medicines  
Please tell your doctor or nurse if you are taking or have recently taken any other medicines, including medicines  
obtained without a prescription.  

Pregnancy and breast-feeding  
Ask your doctor or pharmacist for advice before taking any medicine.  

You should not be given this medicine if you are pregnant or are breast feeding unless your doctor has  
specifically recommended it.  

Driving and using machines  
There is no data about how Granisetron Combino Pharm 3 mgl3 ml, concentrate for solution for infusion affects  
driving or using machines. Therefore, you should not perform tasks requiring special attention until you were  
sure that the product is well tolerated.  



3. I-IOW 'I'O IJSII: (;rsnisclron Conibino IY~rrrtn3 111g1.3nrl, concc~ntrnlefor solution f o ~ 'i n f~~s lon  

Your metlicinc will be given to you by you^' doclor or' nurSsc: 

In  adults ns an inlrnvenous infusion dilulcd lo a volume: of20 - SOml a~ltlgiven over five minutes. 

In cllildren as an intravenous infusion tlilutetl in  10 to 301111ol'fluid giver1 over f vc minutes. 

Granisetron 3 mgI3 ml is u8unlly given before lhc lrcatmcnl thiit is likcly to millte you feel sick, nllhough it ciln 
be givcn aflcrwartls to slop any sickness you may be having. 

'The usual dosage: 

I n  adults 3 milligrams (mg) before cl~cmolllerapyor ~~ntliolllcr'alay.'T'wo further doses cacll ol'3mg may 
be given within 24 howrs ifneeded. No more t h ~ n9mg should be givcn in one day. 

In children 0.04mg for each kilogl.am (kg) of botly weight (up to 3mg) to psevcnt siclulcss hcfc)rc 
chemotherapy or radiotherapy. For cxamplc a 201cg child would have 0.8mg of Granisetron. 'I'he same 
dose may bc given afler treatment to stop sickness. No more than two closes should be givc~lwithin 24 
howrs. 

If you take use niore C r a n i s e t r o ~ ~Conibino I'I~arrn 3 nigl3 nil, concentrate for solution for infilsioe 1lin11 
you should 
Since you will be given the injection by a doctor or nurse it is unlikely that you will be given too much or tllal 
you will miss a dose. I-lowever, if you are worried talk to your doctor or nurse. 

4. POSSIBLE SIDE EFFECTS 

Like all medicines, this medicine can cause side effects, although not everybody gets them. 

The following uncommon (more than I patient in 1000 nod less than I patient in 100) may occur: 

Nervous system disorders 
I-Ieadache 

Castroir~testir~aldisorders 

Nausea, constipation, diarrea, vomiting. 

General disorders 

General weakness 

The following rare (more than 1 patient in 10000 and less than 1 patient in 1000) may occur: 

Psychiatric disorders 
Anorexia 
Nervous system disorders 
Coma, extrapyramidal disorders (motor system disorders) 

Liver disorders 

Elevation of liver enzymes 



Gencri~I disorders 
Scvcrc hyperscnsi~ivity rcactitnls. Y ~ I I  	 n\vily il'you bccol~lc sllorl of b~unlli should tell yollr doclol' st~~aigllt  
or gcl ;I swollcn face. 'l'hcse rcaclions ;IIT rilrkc Is111 rlocd Irrgcnt medicill Irci~tment  

If you are having blood lcsls, lcll yorlr doclor yo^^ lli~vc lsccn given Granisctron 3 mg/3 1111bcc;~usci t  sonlctimos 
c:luscs changes in tests oflivcr f~~nction. 

If any of thc sidc effects gets scria~ls, or if you notice any sidc d'ltcls not lislctl in tllis lcufct, tell your ~~lcirsc  
doctor or nurse.  

5. 	 I-IOW T O  STORE Gra~liselroti Combine P h a r ~ n3 aig/3 nil, conccnt~.ate for solulioti for itlfusio~l 

110 not li'eeze. ICecp in the original containcr. 

ICcep this medicine out of the sight and rcach of clliItlt.cn. 

Do not usc Granisetran Cornbino I'harm 3 mg/3 1111,concentrate for solution for inlirsion allcr thc expiry date 
which is stated on the ampoule. The expiry date rel'crs lo the last day oi'tht11 month. 

6 .  CONTENTS O F  THE PACK AND OTHER INFORMATION 

What Gra~~isc t ran  Cornbino P h a r ~ n  3 mg/3 1111, concentraic for solution for it~frtsiot~ c o ~ ~ t s i n s  

- The aclive substance is granisetron (as hydrochloride) 
-	 The other ingredients are citric acid monohydrate, sodium chloride, sodium llydroxidc and water for 

in-jections 

What Granisetron Cornbino P l ~ a r m  3 lug13 ~ n l ,  co~rcetrtrate for solution for infusiotl lool<s like s11d 
contents of tlre pack 

Clear and colorless solution 

Each box contains 5 clear glass alnpoules of 3 ml. 

Marketing Authorisation Holder 

Coinbino Pharm SL 
Fructu6s Gelabert, 6-8 
08970 Sant Joan Despi 
Spain 

Manufacturer 

B.Braun Medical SA. 
C/ Ronda Los Olivares n05 
Poligono Industrial Los Olivares 
23009-Jaen 
SPAIN 

This Ieaflet was last approved in {2000000. 
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1'l.epnt-iag (Ire infnsio~l: 'I'o I ? ~ C J ? I I I ' ~a dmso ol'311ll4, 311'11 is \villlcJr~w~~ 1111q~ot11cli'ivil (I IC  i111cl dili~lccl cill1~1" (1) 
1 Sml will1 inf~~sioll Iluid to n loltll volun~c of'20 to 501111 in ~ l n yof tlre followir~g solutions: 0,1)0/;,w/v Sodir~lli 
Chloride Il!jcction; 0.18%) w/v sod inn^ C'lrloricle arld 4% w/v Cil~~cosc I~!jcclion; 5%) w/v Cllucosc Il9.jeclia)rl; 
1-lal~lmai111's Sodi~irrl I,actale I~~~jcction; No otllcrSol\rlion Ihr lr!jcction; or 10% Man~rilol Iqieclic~rl (for i~lfi~sion). 
diluenls should be used. 

Ideally, intravenous infusions ol'grnnisclroll sl~otrld be prcparcd a1 rhc tin10 ol'ad~ninistl'alion. Al'ler dilrltion (%la@ 

above) the shelf lil'e is 24 hours when stororl tot a~llbicnt Icmpcralurc in ntr~-rnnl intloo~. illuminrrtion pr~olectccl 
Ii-om direct sunlighl. I1 J I IL IS~1101 be ~ ~ s c d  graniselron infusions wller 24 hours. If lo be slorcd rifler prcpi~r;~lion, 
musl be prepared under opproprinlo asoptic condilions. 

As a general precaution, granisell.on shoultl ]lot be lnixed in solulion wilh olller tll-ugs. 


