Oxaliplatino GP Pharm
Oxaliplatin

Lyophilized powder for solution for injection.

Via intravenous infusion.
Made in Argentina Prescription only medicine
Compaosition

IPL P

p s0mg

Exciplents lactose.
EachOXALIPLATING GP PHARM 100 mg vial contains
o 10amg
Exciplents lactose.
Indications

i with§ the adjuvant treatment of stage Il colon cancer after complete
resection of the primary twmor.
Treatment of metastatic rectal colon cancer.
Pharmacological characteristics
Mechanism of action
Onaliplatin belongs to a new class of plating in which the central platinum atom is ded by an g anda1-2
diaminocyclohexane in the trans pnilljnn_ Onealiplatin ks a single enantiomer.
Like It acts on DNA by alikyl bonds that lead to the formation of inter-chain and Intra-chain
bmwmhblmﬂynﬂluls aMsulmquenl ltpiiuﬂoﬂ nlDNl.
The kinetics A s fast and of 15 minutes, while that of displatin is biphasic with a
late phase of 4 1o 8 hours. In man Its i has been 1 hour after treatment. The synthesis by

of DNA is thus inhibited in the same way as secondarily the synthesis of RNA and celiular
proteins.

Oaliplatin exhibits a broad spectrum of in vitro cytotoxic activity and in vivo antitumor activity in a variety of tumaor model
systems including human colorectal cancer models.

Osaliplatin has antitumor activity on certain Ilm mﬂmm to cisplatin.

Synuwccwulmlkacﬂm""‘ b with 5 lin viva.
In pa lorectal cancer, the efficacy 85mg/ every 2 weeks) combined with
fiolinic 5 s reflected in
PHARMACOKINETICS
The of the i have not b The
Itrafilts g a mixture of all unbounsd, active and I species following a

llmulnhamnfmlhlaunm)umgmﬂmmmmh1 to 5 cycles and of cxaliplatin in doses 85 mg / m? every two
wmhtlloiqrdesw\m“ioﬂws

s
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q!:l!ilﬂlmmhs). If symptoms improve after stopping treatment, resumption of treatment may be considered.
dose of for the of colorectal 85 mg/m" and repeated Patients should be of the possibllity that persist after It may
mummh'l‘hemmmld beul;mmd according to mlmmemmm occur that a localized nl-mlmia ofa moderate degmeuplmlhﬁil Ihu can inzerfen nl:hthe functional IClNIiﬁ of the
for example 5 fluorouracil |patient persists up to three years after the end of the g d as adjunctive
e 'Hl-ﬁuuur infusie hiﬂl—mw:ﬁai%mmm!mng!mﬂmma of whldlnunl’mllsdﬂnm:lunndmusuandmlﬂm requires the administration
concentration between 0.2 mg /ml and 0.7 mg / m. In clinical practice th 8 of and/or
mg /il is 0.7 mg /i, Thep of diarrhea / g especially when latin & in with 51k can
ad mainly i fian with 5 il in infusian regimens. For the fortnightly regimen, cause Tleu: obstruction, t matabolic acidosis ffi
5-florouraci regimens have been used n which boluses and Infusion bined. In the event of haematological taxicity tneulrwhﬂs <1.5010%1 or platelets <50x1071), memmlnmumwwm
Infusion, The ip does not require hyp rmunem cy(iew!llhepmpmedu gical values retum oumplelehlood count should be
Onlmlaundllmd mzsommmlnfs%gtmnlmn'* a not lower than a nat leukoc each new treatment cycle.
anumglmlmlbe perfused dlhu bylhe central or by the routefor 2 to & hours. The M«mmmulnfﬂm(doflheﬁtdpmlng mmrmmmmm:nmum with or without neutropenia,
nfusion that of after th that they can urgently contact the prescribing physician for adequate
In case of itsh d treatment. If mucositis / with mmr.rmt the next treatment should be interupted until the
Risk populations mucositis / I I agrade 1 or lower and / or until the neutrophil count s> = 1.5 x 10/ L
Renal impaiment: Oxaliplatin has not been studied in patients with severe renal impalmment. Wh

In patients with moderate renal impaimment, treatment should be started at the narmally recommended dose.

M cial mild renal

Nenilﬂ: fallure: In a phase | study that included patients with d.llhmm Imlsoﬂm klhlm the ﬂlquen:yuﬂseveﬂtyalhepm

biliary disorders appeared to be related to the development of tests of akered ||

elinical development.

Elderty: No increase in serious toodc effects was observed when graliplatin was used as a single agent or in combination with 5

fluorouracil in patients older than 65 years. Therefore no specific dose adjustment is required In elderly patients.

Mmpmmmlwnlsmlsmlﬁulylnmnd in children, The efficacy of axaliplatin monotherapy in pediatric
with solid

Instructions for use

Owaliplatin must be reconstituted and further diluted before wse.

ly use water for injections or 5% glucose as a solvent for
of the concentrate.
SPECIAL mmmous
Do not use injecth
Do not administer undituted.

and only 5% g for diluth

s I with 5 {with or without folinic adid), the inherent toxicity of 5-

fhuorouracil will lead to the dose adjustments usually recommended for this pmﬁua.

lI’graduﬂrrhu (OHMS) appears, grade 3-4 neutropenia, (Neutrophils <1mlol|]orgude 3-4 thrombocytopenia (platelet

:snu 10"/ 1) the dose of oxaliplatin should be reduced from 85 mg.'m w65mgf m' (reatment of cancer metastatic) or 75 mg /

m tld.lunm ddition to reducing th

d such a: cough, dyspnoea, I or crackling

Il!alm!m should b L e out

inteestitial lung disease.

hm:uoflmummdnmiunmm or potal hypertension that are not the result of liver metastases, it should be

f vascular liver disorders induced by other drugs.

&nmﬂ:eﬂmdw!nlaﬂn have been observed In preclinical studies. Therefore, male patients treated vh

afe not parents are advised during treatment and up to 6 months its and advise them on fi g before

treatment because oxaliplatin has antifertility effects that could be imeversible.

Women should not become pregnant while taking oxaliplatin and should use effective contraception.

SPECIAL PRECAUTIONS

*  Both disease and treatment can decrease the number of blood cells. It is necessary to carry out regular analyzes in onder to
have an efficient control of the treatment.

Only a 5% glucose Inﬁmm«imlm (50 mg.fmllshouhlbemed as the solvent. For infusion, DO NOT
sodion dikond

D0 NOT mibx with infusion b lyinthe infusion line.
DONGI'mhwuhmedldmuahﬂne mlutlnns.hplmmlal 51 I, folinic acid as
muﬁu». A

Do not administer directly intravenously.

Do not mix with any other medicine

Any reconstituted solution showing sigrs of precipitation should be discarded.

. iph {laryng: spasm and cramps) have been verified, h ingesting cold
drinks after thelr administration.
These symptoms usually remit without leaving sequelae. Consequently report any abnormal tingling sensations or pain in the
toes or throat to the doctor,
PRECAUTIONS FOR USE
Owaliplatin should not be handled by pregnant women.
To prevent nausea and vomiting, an treatment can
Ifin doubt consult your doctor,

Summary of estimation of th of platinum in ultrafi frer multiple dose analysis of oxaliplatin at FORM OF USE AND Nm NEI.&TID‘NI'I‘SH'«IDLNG Instructions for ith acid (as caldum folin. folinate}
85 mg/m? every two weeks or 130 mg / m? every three weeks The handling and q to take Inits use, for any cytotoxic at the same time an IV infusion of 85 mg / ml in 250 to 500 mi of 5% solution (50 mg / mi) with an
agent. IV infusion of folinic acid in 5% glucose solution (50 mg / mil. mi), for 2 to 6 hours using a ¥ line located immediately before the
RECONSTITUTION OF THE SOLUTION Infusion site.
Dose . AUE AUC L L, L v a The soly le the for injections or a 5% glucose solution. These two drugs should not be combined in the same infusion bag.
(pgimi) I M:I} {1sg haml) u‘i fhi [hi ll:i uh) OXALIPLATING GP PHARM 50 mg: Add 10 ml of solvent to obtain a concentration of 5.0 mg / ml. Folinic acid must not contain trometamol as an excipient and must only be diluted wsing Isotonic glucese solution 5%
Ha Mmm@mlummmm of salvent to obtain a concentration of 5.0 mg / ml. From a microblological and {50 mg / mil. never in alikaline solutions or sodium chloride solutions or those containing chiorides.
85 mg/m’ thi d be dil with 5% glucose solution.
o 0514 419 458 043 168 » 4“0 174 'I'hemunmmdmluﬂm canbe nonﬂlforﬁhmn-nﬁzmigmltmﬂebemlw Inmumorsl'or use with S-fluorouracil
™ 0,183 0647 140 035 574 406 1% 635 Viualynspect before use, only ear 0 Solathn itocikd akiars e g for example &1 i
130 mg/m' The medicine is for singl nily. Any salution must be disposed. Aﬂ!rﬁ\eaﬁnhlsnadm of owaliplatin clean the line with wa‘mrand then administer 5-fluorouracil.
iy m 820 e 028 163 73 582 10, N IN Uﬁoﬁ.\"mndﬁ solvents
= o0 240 4,60 0,06 290 190 Pl EX The reconstituted solution is dikited with 250 to 500 mi of 5% gl i d atan cxalipl Any ls that sh d | hould not be used and should be d d taking into account
between not less than 0.2 and 0.7 mg / ml. The ge for wh h has bee: for the disposal of h waste.
0.2to 20mg/ml’ INTEW‘ONWTI'HM
Mlmmhﬁnmumonwdaamlmmmpam:hsm be used. Due to the th sodium chioride and gs 5'fi should nat be
It should be Infusion mied or through th route. (See )
fAUCO48and C Cyele 3 (85mg/ m”) orin the 130mg / m° cyefe. The medicine is for single uuon!y Any unused infusion solution should be disposed of, = Ininvitro studies, no significant shift in cxaliplatin pratein binding d with the foll d
Mmm-nlumml: Vs, Cland C10-48 Vss and CL were cokculated in cyce 1. NEVER use sodium chloride or chioride solutions for recanstitution or dilution. salicylates, granisetran, paciitaxel, sodium valproate.
The values of Cend, C__, AUC 048 Vssand CL I From of view, th d be used Otherwise, the time and conditions of = InInwvivo studies in both animals and man, a sy with 5-
Thet,,alpha and1 1, beta were determined by compartment analysis (Cycles | 3Wﬂm storage prior to use are th of the user and should y 24hoursata b 2and 8 Tmmunmamhmﬂrydwlphﬂnlfqmpﬂoriolusl MHI infusion.
At the end of the 2-hour infusion, 15% of the administered platinum s present in the systemic circulation, the remaining 85% is o unless the dilution h,.;“m p,m_,“ . g acydovit
rapidiy in the tissues or | in the urine, binding to red blood cells and plasma proteins leads to Handling and di s should be followed f latin as for all ob; that come into d i possihle dneph specially in patients with renal fallure,
haif-fves that are close to the natural renewal process of red blood cells and serum albumin. No accumulation has been observed contact with it. These procedures mmmmmmmmmmmmmmnfqmd: residues. . d: this i changed via th mllnly :hmmghmbularumon l:mmnudmmnmd
in the plasma ultrafiltrate after the ad; -“dossd’&smg!mlmummmaﬂomgmimzhmeuﬁnnd WARNINGS wmm”umamm derlwﬂuesmldmaﬁelayln ch
reached in cycie 1 of this the variability d between Intra-individual exposure 1o The use of mdlplain should be restricted to specialized medical oncology units and should be administesed under the should be used with caution. If s5e is necessary, i should be closely d.
platinum is generally low. dinical +  Anticoagulants: prothrombin time and INR are occasionally assod bieeding (eg warfarin).
Invitro biotransformation umnudmd ubelhemu!td and there is dence of any Due to limited lninlmaﬂmmsafe‘ly \npalhmswiﬂl maderate renal should b ly after s Fh il; Porential ph ki use. The pl of dil is increased
hrome P4S0 mediated & J i benefit frisk for th by approwimately 20%.
"m"l:u;lm I and g was detected in the plasma ultrafiftrate at the end of the 2- In this situation, renal function must be carefully monitored andﬂnmmpm-umdmg 1o oty Likewise, it s necessary . agents: p with i or unlikedy.
r . lomorﬂlurwﬂemswith ahlmﬂulalleuzk reactions lu ath oy = Compounds that affect mic interactions with drugs that are metabolized by
The b f inchuding the platinum monochlon, dichloro and discuo-DACH species have the event of an iy hould b * diately and the
besriklsrisfiedin th ~ along with 'Irw.‘..n e ks, st e e n‘thep-.m.. ; Ppec -y 2 wml;.o:NsocIhuﬂmlmﬂulnmmmamumw‘ﬂwﬂnmm have been conducted in
“lﬂwmknmdmﬂa"ﬂ)‘mw‘" the urine and is essentially eminated within 43 hours aher administation. In the event Mmllﬁnlnmmmmm should be ty and the usual treatment . the joint use of two or mare bane marrow Including radiati ause an additive
By the fifth day, ap y 54% of the total dose | d in the urine and less than 3% in the feces. applied in these situations. effect on the bone mamow and gastrointestinal effects.
Aslgnhcm:ﬁmmln dearamtrom'l?.s +2.181/ht0995£1911/h msnhsemdl»pwenuvdmmtalmlum. logeﬂm The tondcity of cxaliplatin should be the object of particular vigilance, upeﬂalyhﬁnmofjmadnﬂnwm = INCOMPATIBILITIES: This drug should not be mixed with other drugs in the fusion bag or infy can
decreasein the volume of 33040910 241 +36.1 L The effect of vith drugs that present their al toicity. A before each be co-administered with folinic acid (FA) via a Y line under the conditions described in SPECIAL HANDLING PRECAUTIONS
9“"""‘ dearance has not been evaluated, For mummmummmw dysesthesia during or within hours *  DONOT USE with alaline solut es in particulr 5 f (5FU), folinic acid (FA) preparations containing
PRECLINICAL SAFETY INFORMATION of a two-hour Infuﬂor\. Ihmndmlrdnrumofmllmmdlmlora hours medicines. The Alkaline medications or thelr solutions can
toxdcity of pi In animals. However, ﬂupartkdalmgan has been evidenced In In the event of the dose of hould be adjusted according to the adwmlyaﬂ!a lhe!tahlllly ulelplwn.
m:case dalﬁl!lh. aplrurum y the dog. In particulas, axaliplatin d P following based on the duration and sevullyufthm symptoms, « DO NOT REC with saline solutions or other sel chioride lons [includi
the ity of carbopl Ifth last more than days and for the patient, the next dose of oxaliplatin should be reduced um, potassium, sadu'n Z
Oxaliplatini and in lis and prod bryo-fetal toxicity in rats. from B5 1o 65 mg/m* mmknmmmlmllorla?smg!m‘[uiuvmtmmm i &me*“h oir?:rrﬂugi I?ﬂﬂﬁwm;m bag or infusion line.
Although no 0 b liplatin Is probably I a plcture of persists without il Ihenmqlle.ﬂnnm dose of cxaliplatin should be DO NOT materlals
DOSAGE AND ADMINISTRATION reduced from 85 luﬁSmg!m [metastatic cancer treatment] or to 75 mg / m* lld]um mml;!iapmreolmuﬂhﬂll WNC\'MDFWILI'W
ONLY FOR ADULTS with functional deterioration persists until the next cycle, the ad; Id be
The recommended dose of axaliplatin for adjuvant therapy is 85 mg fm” y two weeks for 12




s
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+  There is no information an the safety of the use of cxaliplatin in pregnant women. - by
+  Category D, can cause harm 10 the fetus when administered to a pregnant woman. Vascular disorders [Epitaxis ;il s h The dos ik e i s :":‘;”;J:‘.::{“:‘:’::;;ﬁﬂ eu:erbmdby:uld Al sl
«  Coaaliplatin is cunlramd»caled in pmgnanq- u ) These
+  Basedon prec toxicity was observed in animal studies, Consequently, oxaiplatin is not Theombesis :;’:arﬂzmlﬁm Theduunun af symptoms, which are usually reversible between treatment cycles, increases with the
mmemdwﬂwpmgmnwummmnh [ The use of venous deep The f pain and / or AP A] il dunation st Al &
in should only be after iate 1o the patient of the risk to the fetus and with the mmmmary B sl okl
consent of the patient. em < . ing delicate L ssibi ol
. i ive measures should be taken during and after cessation of treatment for 4 months in women and & Hypertension mmmmm"ﬁtdr:m;;ﬁmm:mdh e 'sggr:;fm‘,tlﬂ velest s *"w'zm
months inmen. Yo gh  |Hiccup Interstitial lung and 20% in the case of a cumnulative dose of 1020 mg / m’ (m’ cycles),
W:T‘JON " . » . theracic and disease, In mast cases, neurological signs and symptoms improve or completely subside after discontinuation of treatment. When used as
. oo b beth fatied: mediastinal sometimes fatal adjunctive treatment in colon cancer, 6 months after stopping treatment, 87% of the patients did not show symptoms or they
: Iplati 9 disorders Pulmanary fibrosis i I % paue-ush persistent lecalized paresthesias of moderate intensi
EFFECTS ON ABILITY TO DRIVE AND USE MACHINES el o ;'3';']": Aftet ip o3 yesrs 1:&”&:#‘ 6 Ol bt | '?!m ten paresthesias o ty
Ir:::m on lhe“emimtheahlwm':qmandm:;m i dt 4 W'c:uwne: m.-\.‘.;‘::... i dm}' Sickness Dyspepsia lleus Colitis, inchuding Acute neurosensory manifestations have been reported.
toan increased risk of dizziness, vertige, nausea and vomiting, and ather new symptoms that can affect gait an Diarrhea diarhea due b T i hours of adeinlstration sd okl et s trankont
balance and have a slight or moderate influence on the ability to drive or use machines. Vomiting b i Clostrichium difficile ”m“"eﬂ“'ef m;':d il n"M“ i!t'enw?ral!eq PISUIEND € Mwmmnzrm s
Vision disturbances, in particular temparary lass of vision (reversible after stopping treatment), may affect the patient's ability to i el obstniction pharyngolaryngeal thesla, the ncidence. Mwh““'{' 7%, s ch - d by subj Fapdapirt sk
drive and use machines, Therefore, patients should be wamed about the possible consequences of these: effects on the abilty to mucositis dyspnaaflbelmg nlﬂuﬂllngmﬂmanyobjmmurmsplrmydsmlahwn:!ofqannmmhwma] or
:"‘* O ‘“""'"':'s‘ b pain {absence of stridor or Abnarmal of th hria and a leellnq of
DVERSE REACTIO Constipati bleedi h i ) ih and bronchodilators have been ad:
The mast frequently observed adverse reactions of in i wiith -l | EHUHH-"': wﬂ Ay ke il = H mmr.l..: ‘hm e sloch::: obsefm : mwgh b af treatment. of Ih!lnhismtlme Iavnn the
gastrointestingl (diarrhea, nausea, vomiting and h | Skin and Skin disorders Skin exfoliation ypersensitivity AT
acumm pasiphienal sénsae) neuropathy ard by accumubated dases), In w"’m‘d“m reactians were mre fequent and muu_mmm (Hopeda . hand and fact Wty Occasionaly other symptoms that have been observed includejaw spasms, musce spasms,Invakuntary muscle contractions /
sericus In the ipkitics and =FUJ FA, dian bt 3FEA plom. sk wmmmmafo " muscle twitching / throat of chest tightries,
Thefi desaibed In the foi 'a?'i!‘iwh .‘. :““ i 'nudlescamed oul‘llﬂlelll’ilmelﬂlol ;’:‘: i |pressure, discomfort, pain. In addition, nerve cranial djsh.lnmol\smaybeasmled or akso occur as an solated event such as
::lwnkwmand "::M'“m dana, Aleacd), o S oialjplet £ -0 . hidrosis prosis, diplopia, aphonia, ibed as paralysis of the vocal cords, abnormal sensation of the
treatmient groups and post-ma ng Hyper ; ; | isual
The frequencies i this table ae defined by: Very common (> 1/10), common (> 1/100, 1/ 10), uncommon (> 1 /1,000, =1/ Nail disorders tongue, or dysarthria, sometimes described as aphasia. newaigia, trigerninal, facal pair, eye pain, decreased visual aculty, visua
100}, rare (> 1./ 10,000, <1/ 1,000; very rare {< 1 / 10,000] including isolated, unknown cases (cannot b from the Musculoskeletal _|Back pain Arthralgia Other neurological symptoms such as dysarthria, koss of deep tendon reflexes, and Lt sign have b A d during
Sl g bl detailed disorders and mlulalm treatment. Isolated cases of optic neuritis have been reported,
Indlided. connective tissue Bone pain g of unknown frequency
Aclw!sewanmnsby class of organs and systems Convuigions
:m‘z’d bl Dysata Gastrointestinal disorders
§ [Altered frequency Incidence by patient (%) and by grade
of urination d 5 cancer Adjuvant treatment
Classification Very frequent Freg) freq Rare Unknown e = FU/AF 85 mg/m2
MedDRA [=110) [=1/100, <110} |(=1/1.000, (=1/10.000, frequencies General ers | Fatigue
Organ-system <1/100) <1/1,000) and administration |Fever++ Each 2 weeks Every grades Gr.3 Gr.4 Every grades Gr.3 Gr.4
e condions. . | Asthmata Allergic reactions / 9,1 1 <1 103 23 06
Inflections and Infection Rhinitis Pain E HAllergies
i Upper respiratary Injection site - . .
infection reaction +44 F and / or with strong is 3 _
Febrile C z dLived Severe diarrhea | g can lead to paralytic Beus, intestinal tion, metabolic ackdosis, and
¥ serum &
Neutropenia/ explarations enzymes creatinine Kidney fallure, with
HeREpenic epss freksec s Very rare (<1/10,000)
Blood and (Anesia (mmune Pancytopenia e Weight ks Hegatic sinusoidal abstruction syndrome, also kniown as veno-occlusive liver disease of patholagical manifestations related to
tymphatic system A thromb ed — liver disorders, including hepatic peliosi fibrosis. The clinical can
disorders Thrambocytopenia allergic increasedserum  |usedtment) cause portal hypertension and / or elevation of transaminases,
teukopenia ilinitln Renaland urinary disorders
Lymphenia Hemaolytic anemia :‘:&";ﬂd serum Very rare {<1/ 10,000}
Immune system | Allergy/ Allergic deshyelrigenise .nzulemb:l;mrml;,sazulemmmllal nephritls, and acute renal failure
disorders reaction+ Weigth gain CONTRAI 2 CATION v
Metabalsmand | Anorexy Dehydratati baolic acidosis treatment) They have a history of known I\)rppm:nldlhﬂtylo axaliplatin, or to the exciplent (lactose).
nwtrition disorders | Altered blood ki " They are lactating women.
glucose They have myelosuppression before starting the first cycle of treatment, evidenced by neutrophils <2x10° /1 and / or platelets
Hypakalernia Very commaon alleugles!ellecglc reactions, mainly occurting during Inluﬂon metlmesfml Common allergic reecllmlndude (m‘mo‘”
skin rash, especi and rhinitis. Comman . shylactoid reactions include b functional befare the first drug administration.
Altered Natremia 0
ion of chest pain, and omrl r‘ has alsa b parted They hmmkMyhlmkmnlmcluum <30ml / min),
Pychiatric with owaliplatin, hours and even days after infusion. OVERDOSE:
disorders Insaemnia + Frequent allergic reactions, such as skin rash ially urticarial, rhinitis. Thmls na knawn antidote. In case of averd; t f ady ffects can be expected. A hematological control
Frequent anaphylactic reactions, such h ian, and hylactic shock, as well as it treatment of other foxic i i
Nervous system | Peripheral sensory Dysanthria “++ Very frequent fever, chills {tremors) mlherufmfecmnngln nat by febribe or isolated fever of Tﬂm.mrgr verdi to t logy or p ing :
disorders neuropathy ) immunological origin. RIC 11) 4962-6666 / 2247, HOSPITAL A. POSADAS: (011) 4654-6648 and
Sensory Whahor ripurily “+++ Injection site reactions include local pain, redness, swelling, and thrombosis. 46587777,
disturbance . E:lmsawu can lﬂd tolocal palnand Intlammmn that can be severe and lead to complications including necrosis, especially or the NATIONAL INTOXICATIONS CENTER: 0-800-333-0160"
through a STORAGE
Headache Blood and lymphatic system disorders Keep the vial in the outer carton. Store between 15 and 30°C (59° - B6°F) protected from light. Reconstitued: in refrigerator
Eye disorders Conjunctivitis Transient loss of Incidence by patient (%) and by grade ?he!menzﬂCand Bﬁ::m:ﬁb:;;r::emdm light. Do net freeze.
visual acui e opened ampoules mus .
Vision W::Ilﬂ ﬁeldw d 5- M } Adjuvant treatment This medicine must not be used after expire date,
|alterations FUJAF 85 mgim2 IFYOU HAVE ANY QUESTIONS, PLEASE CONSULT YOUR DOCTOR
Transient loss of This drug is under an effectiveness and safety monitosing plan.
vision, reversible Each 2 weeks Every grades Gr.3 Gr.4 Every grades Gr.3 Gr.4 Reparting of suspected adverse leactlum
after Itis o report drug reactions. if the benefit f risk ratio of the
discontinuation of Sickness 699 B <1 37 48 03 medicinal product Health d to report adverse reactions through the ANMAT Pharmacovigilance
teatment Diarthea 608 9 2 563 B3 25 g;s;e;;;zm address: Av. De Maya 869 Piso 11 CP: AAD 108485, by email to: snfvg@anmat gov.ar, or call ANMAT answer 0800-
[ Dptic neriti 5
e : Vomiting 49,0 [ 1 472 53 05 Contents of container
Ear and labyrinth o i Deafness iginal les, 21 les or 48 al ules for all concentrations
d::mﬁ i Mucositis/stomatitis 199 4 <1 421 8 0,1 Keep out of the reach of children ik o
Medicine authorized by the Health Ministry, Certificate N°50862
with unknown frequency Manufochurer:
Hermhﬂl: uremic syndrome Laboratorios IMA 5.ALC., Palpa No2842, City of Buenas Aires, Argentine Republic
Immune system disarders Marketing Autharizafion Holder:
Incidence by patient (%) and by grade GP Pharm 5.A,
Nervous system disorders Panami 2121 - Martinez - Pdo. de San lsidro- Pela de Buenaos Aires-CP B1640 DKC Argentina. ACSI0E4LE- 01

Technical Director: Carios Donolo, Pharmacist.
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