Docetaxel
Docetax’

Docetaxel 20 mg/0.5 mL

Docetaxel 40 mg/mL (80 mg/2mL)
Concentrate Solution for IV Infusion
Antineoplastic

FORMULATIONS
Docetaxel 20 mg/ 0. 5mLConcen(rate Solu(lonlorlvlnluslon
Each0.5mL forir

Docetaxel 20 mg

Diluent (Solvent) Vial

Ethanol 0.195mL
Waterfor Injection g.s. ........ccoovvviiinniciiiniiciciicn. 1.5mbL
Docetaxel 40 mg/mL (80 mg/2mL) C ion for IV Infusion
Eachml lution fori i tains:

Docetaxel 40mg

Diluent (Solvent) Vial

Ethanol 0.78mL
Water for INJection g.s. ..........c.covvririiiiiiiic ...6mL
PRODUCTDESCRIPTION

Docetaxel Concentrate Solution for IV Infusion comes in a vial and is packed with a separate solvent vial. The undiluted docetaxel cencentrate
solutionis colorless, viscous solution, free from foreign particles intended for dilution prior to intravenous infusion. After dilution, the resulting selutier
isclear, colorless, very ioamy and lree lmm foreign malter

e Dil free from foreign particles.

PHARMACOLOGY

PHARMACODYNAMICS /MECHANISM OF ACTION

Docetaxel is a taxoid antineoplastic agent Itac(s by d\srup(mg the m\cmtubu\ar network in cells which is essential for cell division. Docetaxel binds te
free tubulin and inhibiting their di This leads to the formation ef
stable, nonfunctional microtubules which results in the inhibition of cell replication. Docetaxel's binding to the microtubules does not alter the numiser
of he i i differs from ids.

PHARMACOKINETICS
Docetaxel exhibits dose-dependent i consistent with a mudel with ha\f—\ives forthe a, B and v phases 0f4 mmutes
36 minutes, and 11.1 hours, respectively. Docetaxel's initial rapid decline indi distrib

suggests relatively slow efflux of docetaxel from the peripheral compartment. After docetaxel IV doses of 70-115 mg/m” admmlslered over 1 tod
hours, the total d 21 L/hour/m’ with “buti

Docetaxel is highly bound to plasma proteins (>95%; 97% in cancer patients). Docetaxel is metabolized in the liver and undergoes exidative
metabolism of the tert-butyl esler group. It is not known whether docelaxel is distributed into milk. Based on in vitro studies, it is extensively

P450-3A (CYP450-3
Biliary excretion is the main route of elimination with { 75% of the admini di ted mainly as ites in the feces withir
48hours. Only 6% of docetaxel is excreted in the urine. { appear i ge or gender.

In patients with mild to moderate hepatic impairment [serum AST and/or ALT concentrations exceeding 1.5 times the upper limit of normal (ULN) ane
serum alkaline phosphatase concentration exceeding 2.5 times the ULN], total body clearance was lowered by an average of 27% and resulted in &
38%i1 i ucC,

INDICATIONS
Breast Cancer
o i for treatment of p: d tive breast cancer.
* In combination with doxorubicin for the treatment of patients with locally advanced or metastatic breast cancer who have not previously received
cytotoxic chemotherapy for this condition.
+ As monotherapy for the treatment of patients with locally advanced or metastatic breast cancer after failure of cytotoxic chemotherapy. Priet
an

*n ination with for the treatment of cancer whose t.
for metastatic disease.
+ In combination with capecitabine, for the treatment of patients with locally advanced or metastatic breast cancer after failure of prior anthracycline-

containing chemotherapy.

HER2 and without prior chemetherapy

Non-Small Cell Lung Cancer(NSCLC)

. A for of pi ithlocally ad» i LC afterfailure of prior
* In combination with cisplatin, for the treatment of patients with unresectable, locally advanced or metastatic NSCLC who have not previeusly
received chemotherapy for this condition.

Ovarian Cancer
Forthe treatment of metastatic ovarian cancer after failure of first-line or subsequent therapy

Prostate Cancer

In with predni i for the treatment of patients with androgen independent (hormone-refractory) metastatic prestate

cancer

Gastric Cancer

In combination wnth cisplatin and Sﬂuomuracwl (5 FU) for the treatment of patients with metaslaﬂc gastric adenocarcinoma, including

received prior for

$Squamous Cell Carcinoma of the Head and Neck (SCCHN)

el ination wi 5-FU, forth patients wil SCCHN.

. A for of patie and/or PHNafterianureoiw jiou:

DOSAGE AND ADMINISTRATION

Patients receiving docetaxel should be under the sup of a physician in the use of agents. Apprepriate
of lications i ible only when adequate di treatment facili available.

Premedication Regimen:

+ Premedicate all patients (see be\uw for pmsta‘e cancer) with oral ocmccskeru\ds such as dexamelhascne 16 mg per day (8 mg twice dally) for2

days starting 1 day before d derto reduce the incidt d ffluid reactions. (See

Boxed Warnings, Warnings and Precautions)

+ Premedication Regimen for Prostate Cancer Patients: Give oral dexamethasone 8 mg at 12 hours, 3 hours, and 1 hour before decetaxel
infusion.

General Dosing Information
D ion shi

Id be i 1hour IVinfusi ambient

Spilling of the soluti IVinfusig irritation, local ti andlor
ini doseinanothervein

Dose (Admini as a one hour IV Infusion)

Breast Cancer
Adjuvanttreatment of
Docetaxel 75 mg/m’ administered as a one hour IV infusion given 1 hour after in 50 mg/m’ and 500 mg/m’ every 3
weeks for6 cycles.
Locally i afterfailure of prior
. docetaxel 100 mg/m’ IVover1 houreveryaweeks
* Infirst-l i tion wit icin 51 ¢, docetaxel 75 mg/m’, inis IV over 1 hour every 3 weeks.
In Combinati HER2 i Breasl Cancer:
Docetaxel 100 mg/m every three weeks with ini weekly (See product information for dosage and
administration)
In Combination with Capecitabine:
Docetaxel 75 mg/m’ admini: asaone-hour |V inft y 3 week ine 1250 mg/m’ twice daily (within 30 minutes
aftera meal) for two weeks followed by a one-week rest period. i i I based
area).

Non-small Cell Lung Cancer (NSCLC)
prior pi

Docetaxel 75 mg/m’ IV over 1 hourevery k
Treatment in patients who have not previously received Docetaxel 75 mg/m’ IV over 1 hour
followed by cisplatin 75 mg/m’ over 30to 60 minutes every 3 weeks.

Prostate Cancer
+ Docetaxel 75 mg/m’ administered I\/ over1 hourevery 3weeks.
+ Administer fromDay 1and hcycle.

Gastric Cancer
+ Docetaxel 75 mg/m’ IVover 1 hourfollowed by cisplatin 75 mg/m* asa 1to3hourlVinfusic Day 1only).
« Starting atthe end of cisplatin infusion, give 5-FU 750 mg/m” hour continuous infusion for 5 days.
* Repeat: 3weeks. Pati {
. CSF d to miti sk of

during Treatment)

Head and Neck Cancer (SCCHN)

« The use of prophylactic antibiotics is recommended to reduce the incidence of neutropenia and infections. Treatment should include oral
! - " e e

for10d:

+ Ford i i i FU, refer:

. CSF 4 to mit isk of

InductionC

+ Docetaxel 75 mg/m’ administered \VDver1 hourlo\lowed bycwsplatm75mg/m \VoveM hour(Daymo\lowed by 5-FU 750 mg/m’ per day as a
continuous IV infusion for Sdays (Days 1 3weeksfor4 cycles.

Induction C

y

+ Docetaxel 75 mg/m® administered IV over 1 hour (Day 1), followed by cisplatin 100 mg/m’ as a 30 minute to 3 hour IV infusion (Day 1),
followed by 5-FU 1000 mg/m’ per day as a continuous IV infusion for 4 days (Days 1 to 4). This regimen is administered every 3 weeks for 3
cycles.

Or, as prescribed by a physician.

Dosage Adjustments During Treatment

General

+ Administer !

+ Reduce docetaxel dose from 100 mg/m’ to 75 mg/m and/nr 75 mg/m’ to 60 mg/m in patients who develop either febrile neutropenia, neutrophils
for k, severe or peripheral neuropathy d therapy.

+ Ifthe patient conti i i t60 mg/m’, docetaxel therapy should be discontinued.

Adjuvant Therapy for Breast Cancer

+ Administer G-CSF to provide prophylactic coverage (e.g., day 4 to 11) in all subsequent cycles of docetaxel in breast cancer patients who develop
complicated neutropenia (including prolonged neutropenia, febrile neutropenia or infection). If these symptoms continue to occur, patients should
remain on G-CSF and reduce their docetaxel dose to 60 mg/m’.

+ Neutropenia could occur earlier; hence, G- CSF use should be based on the neutropenic risk of the patient and current recommendations. Docetaxel

to60 mg/m” de 3 or 4 stomatiti

In Combination with Cisplatin

Dccelaxe\ should be reduced from 75to 65 mg/m* for:

. nadirof <25, " during the p! ftherapy, OR

. Patienlswho experience febrile neulropema OR

Fcrclsp\alln dosage adjustments, see cisplatin productinformation.

In Combination with Capecitabine

+ For patients developing the first appearance of a Grade 2 toxicity, which persists at the time of the next docetaxel/capecitabine treatment, delay
treatment until resolved to Grade 0 to 1 then resume original dose.

+ For patients developing the second appearance of a Grade 2 or first appearance of a Grade 3 toxicity, at any time during the treatment cycle, delay
trealmenl until resolved to Grade 0 to 1 then resume with 55 mg/m’ docetaxel treatment

forany toxicities orany 4 toxiciti
g i information.
In Combination with Cisplatin and S-FU
+ If an episode of febrile prolonged or infection occurs despite the C-GSF use, docetaxel dose should be
reduced from 75to 60 mg/m’.
o If i ia still oceur, d | from 60 to 45 mg/m”.

+ In case of Grade 4 thrombocytopenia, docetaxel dose should be reduced from 75 o 60 mg/m’.
+ Do not administer subsequent cycles of docetaxel until neutrophils recover to a level > 1500 cells/mm’ and platelets recover to a level > 100,000
cells/imm’

+ See table below for I i 1) toxicities.
+ Di treatment f toxicit t
Dose Adijt for Gl Toxicities in Patients Treated with in Combination with Cisplatin and 5-FU
Toxicity Dosage.
" 1*Episode: Reduce 5-FU dose by 20%
Diarrhe
iarrhea (Grade 3) 2°Episode: by 20%
Diarthea (Grade 4) 1* Episode: Rfeduce‘docetaxe\ and5-FU doses by 20%.
2" Episode: Di
1% Episode: Reduce FU dose by 20%.
Stomatitis / Mucositis (Grade 3) 2" Episode: Stop 5-FU only, atall subsequent cycles
3"Episode: Reduce docetaxel dose by 20%.
Stomatitis / Mucositis (Grade 4) 1‘4 Episode: D FUonly,atall
2" Episode: Reduce docetaxel dose by 20%.

For 5-FUd
Special Populations
Patients with Hepatic Impairment: Adjust doses based on levels of alanine (ALT), aspartate amir (AST) and alkaline
AP) as indi the table bel
ALT andlor AST Levels | AP Levels | Bilirubin | Dose |
Patients treated with 100 mg/m* |
>15xULN [>25xUN_| ] 75 mg/m2 |
>3.5xULN ‘ >6xULN ‘ >ULN ‘ NOT RECOMMENDED UNLESS STRICTLY INDICATED ‘
Patients treated with 75 mg/im 2 ‘
>35XULN [ >6xUN | >UN | NOTRECOMMENDED UNLESS STRICTLY INDICATED |
Patients treated with docetaxel, cisplatin and 5-FU for gastric adenocarcinoma ‘
> 15X ULN [ >25xUN_ [ >1xUN | NOTRECOMMENDED UNLESS STRICTLY INDICATED |
Usein Children: Limited clinical datais availabl blish safety and effecti inchildren.
Use in the Elderly: No special dose adjustment is In ination with i ine dose should be reduced (see
capecitabine product information)
Preparation of Dosage Farm
Docetaxel C forl! i i 1 forto IV infusion

A. Preparation of Initial Diluted Solution

1. Fromthe refrigerator, get appropriate number of vials of docetaxel lution
room temperature for approximately 5 minutes.

2. Withdraw contents from the appropriate diluent vial into a syringe using aseptic technique. Transfer it to an appropriate vial of docetaxel
concentrate solution. An mma\ diluted 10 mg/mL docecaxel so\ulwon will resuH if the procedure is followed as described. Both the docetaxel and
diluent 10 mg/mL.

diluted solutic 15 d ddil

4 Imllal d\luled docetaxel solution (10 mgImL) should be clear. However, foam may be formed on lop of the so\utlon due to polysorbate BO Tms

standing a . Itis notrequired that all di the process.

and allow the vials to stand at

B.Preparation of Final Dilution for Infusion
1. Using a calibrated syringe, aseptically wwthdraw Ihe reqmred amounl of initial dlluted docetaxel solution (10 mg/mL) and inject into a 250 mL.

infusion bag or bottle of either 0.9% sodi 5% I to produce afinal 0f0.3to0.9mg/mL. Usea
larger volume of the infusion vehicle if a dose gi than 240 mg isneeded.Ad | tion of 0.9 mg/mL should notbe
exceeded.

2. Manuall fusi luti

3. Visually inspect the solution for parllcu\ale matter or discoloration prior to use. Discard if docetaxel for injection initial diluted solution or final
dilution for or

STABILITY AFTERRECONSTITUTION
The product s stable up to 8 hours after reconstitution with a vial of diluent when stored under refrigeration (2°C - 8°C). After further dilution with 5%
dextrose solution or 0.9% sodium chloride, the productis stable up to 4 hours when stored between 15°C - 30°C.

Handling and Dlsposal Precaunons

+ Theuseof inhandling d .

+ Wash the affected area \mmed\ale\y and thoroughly ww\h soap and water if docetaxel comes in contact with skin. If solution comes in contact with
mucous membran

+ Undiluted docetaxel should NOT come in contact with plashclzed polyvinyl chloride (PVC) eqmpmenl or dewces Docetaxel shou\d prelerab\y be
stored in bottles (glass, or plastic bags polyolefin) and
sets to avoid leaching from PVC infusion bags or sets.

CONTRAINDICATIONS
ot |, 80,orany the product.
+ Baseline neutrophl\counR 1500 cells/mm’
+ Patients under Disulfiram treatment
* Severe liverimpairment
*+ Pregnantor breastfeeding women
Contraindications for other drugs (e.g., i cisplatin, pred and 5-FU) also apply

WARNINGS and PRECAUTIONS

« D

apl inthe use of;

+ The incidence of treatmenl related mortality assoc\ated wwth docetaxel is increased in patients with abnormal liver function and in patients
receiving docetaxel at 100 mg/m’.

Docetaxel should generally not be given to patients with bilirubin > ULN, or to patients with AST and/or ALT > 1.5 x ULN concomitant with AP >
2.5x ULN. Liver function test elevations increase the risk of severe or life-threatening complications. Obtain liver function test before each
cycle.

. Ducelaxe\shculdnotbeglven' patie i i f < . In order to monitor the occurrence of neutropenia, which
may b ininfection, frequent 1] hould b dinal docetaxel.
+ Severe ivity reactions by i y 3 ion and/or or very rarely latal

anaphylaxis, have been reported in 0.9% of p:
reactions require immediate d\sconlmuallon of the docetaxel infusion and admmlstrauon of appropriate therapy. (see Warnings and
Precautions) Docetaxel must not be given to patients who have a history of severe hypersensitivity reactions to docetaxel or to other drugs

(See
« Severe flui i ceur (see Warning:
« Treatment. d leukemi (see W2
General
Al patients should be with an oral corti such as prior to docetaxel administration (see Dosage and
Administration)
Toxic Deaths

Docetaxel has been associated with deaths considered possibly or probably related to treatment in patients with metastatic breast cancer. These

were pat\ents who are previously treated or untreated, with normal baseline liver function and tnose with various tumor types who had abnormal
function. Aimost half of cycle wit jor cause.

Deaths were also reported in patients with locally advanced or metastatic NSCLC who had a history of pmor platinum-based chemotherapy. (see

Boxed Warnings)

Acute Myeloid Leukemia

In clinical trials, lreatmenl re\aled myeloid leukemia (AML) or myelodysplasia have occurred in patients receiving docetaxel, doxorubicin and
follow-up.

Fluid Retention

Severe fluid retention has been reported. Incidence and severity of fluid retention is cumulative and slowly reversible after discontinuation of
docetaxel therapy and may be reduced by oral corticosteroids. Patients with severe fluid retention (e.g., pleural effusion, pericardial effusion and
ites) should i for fon ofthe effusions.

Warnings)

Docetaxel may cause b ion and other effects such as To monitor for the occurrence of neutropenia,
which may be severe and result in infection, frequent blood cell counts should be performed on all patients taking docetaxel. The median day to nadir
was 7 days butthis interval may be shorter in heavily pretreated patients.

d Use in High Risk Groups)

Hypersensitivity Reactions (see Boxed Warnings)

Closely observe hypersensitivity reactions especially during the first and second infusions. Since hypersensitivity reactions (e.g., flushing, rash with

or without pruritus, chest tightness, back pain, dyspnea, and drug fever or chills) may occur within a few minutes, during or immediately after the

cessation of docetaxel infusion, facilities for the treatment of hypotension and bronchospasm should be readily available. If minor reactions (e.g.,

ﬂushmg or \ucahzed skin react\uns) occur, m\errupt\un of therapy is not required. Patients who experience severe hypersensitivity reactions should
with the drug

Neurologic Effects
Dose reduction may be required in pallenls who develop severe neurosensory slgns and/or symptoms such as paresthesla dysesthesia and pain.
Treatment ifp P

Cutaneous Reactions

Mild to moderate reversible cutaneous reactions characterized by rash including localized eruptions mainly on feet, hands (including hand and foot
syndrome), but also arms, face or thorax, and frequently associated with pruritus may occur within one week after docetaxel infusion. Eruptions
generally occurred within one week after docetaxel infusion, recuvered before the next infusion and were not disabling. Severe symptoms such as

eruptlons followed by tion which rarely lead to of docetaxel have been less frequently reported. Nail disorders were
by hypo-or pain,
Asthenia
Severe asthenia has occurred in breast cancer patients. Symptoms of fatigue and weakness which may be associated with deterioration of
ive di lastfora p week
Fertility
No studies have been conducted to fully docetaxel's I ial. However, based on its pharmacodynamic mechanism

of action, docetaxel may be a carcinogen.

Docetaxel has been shown to be mutagenic in the in vitro chromosome aberration test in CHO-K| cells and in the in vivo micronucleus test in the
mouse, butdid notinduce mutagenicity in the Ames test or the CHO/HPRT gene mutation assays.

Docelaxel canbe genoloch Men being treated with docetaxel are adwsed nm to father achild dumng and up to 6 months after treatment and to seek
ration of sperm prior ofthe p therapy.

INTERACTIONS WITH OTHER MEDICAMENTS

Docetaxel's metabolism may be altered in vitro by concomitant administration of compounds that \nduce inhibit or are metabolized by CYP450 3A4.
Docetaxel's biotransformation was inhibited by ciclosporin, and to a lesser extent by
doxorubicin, vinorelbine, vinblastine, and nifedipine; increased by dexamethasone, phenobarblcal and clofibrate; and unaffected by cimetidine,
ranitidine, omeprazole, diazepam, imipramine, paracetamol, caffeine, tolbutamide, and quinidine. Exercise caution with these drugs when treating
patients receiving docetaxel.

Although prednisolone is known to inhibit CYP450 3A4, no statistically significant effect of prednisolone on the pharmacokinetics of docetaxel was
observed.

Docetaxel is highly protein-bound (> 95%). The in vitro plasma protein binding of docetaxel was not affected by dexamethasone, erythromycin,
salicylate, profenone, phenytoin, and sodium valproate. The binding of digoxin was not affected by
docetaxel. Dexamethasone did not affect protein binding of docetaxel

Antineoplastics

* Thecl docetaxel i fter 4 days of topotecan treatment (rather than on day 1); this worsened neutropenia.

« C ini icin resultedin ani i ffebril i

. Moderale to severe heartfailure, occasionally fatal, have been observed in patie iving d i ination with pamculany

e.g., and epirubicin). Patients for treatement with th
undergo baseline cardiac assessmenl Cardiac function should be further monitored during treatment to \denmy the development of cardiac

dysfunction.
. C docetael b Itedin about 50% higher carboplatin cl P bopl
o N i as seen with i docetaxel,
HIGHRISK GROUPS
Use in Pregnancy and Breastfeeding
Pregnancy: Pregnancy Category D
Docetaxel can cause fetal harm when administered to pregnant women and therefore must nol d Women of chil ing ag
receiving docetaxel should be advised to avoid and toinform their . Patients should
be informed of the potential hazards of the drug to the baby. C tbe taken di andatleastth h: ion of
therapy with docetaxel.
Studies in rats and rabbits have shown docetaxel to be Vi and fetotoxic ine mortality, increased resorption,

reduced fetal welghl and fetal ossmcatmn de\ay) al doses > 0 3 and 0 03 mg/kg/day, respecllvely (aboul 1/50 and 1/300 the daily maximum
p The d maternal toxicity.

Breastfeeding: Docetaxel is lipophilic but it is not known whether it is distributed into human milk. Breastfeeding is not recommended during
because ofthe p riou bythe

Usein the Elderly

Based on population pharmacokinetics, no dosage adjustment is required in these patients. However, analysis of safety data in elderly patients
(> 60 years old) receiving docetaxel in combination with capecitabine has shown an increased incidence of treatment-related Grade 3 or 4 adverse
reactions, treatment-related serious adverse reactions and early withdrawals from treatment due to adverse reactions compared with patients < 60
yearsold.

Usein Children
The safetyand

y 16y

Usein Patients with Liver Impairment
function tests atbasell

(see Boxed Warnings, Warnings and Precautions)

Use in Patients with Renal Impairment
No dosage adjustment is required in patients with renal impairment. A75% d ducts i when usedi
. P i p
p

UNDESIRABLE EFFECTS
Hematologic Effects: Reversible and non-cumulative neutropenia is the most frequent adverse event seen with docetaxel; severe anemia,
myelosuppression (dose- hmmng adverse effect), febrile neutropenia, and leukopenia; bleeding and gastrintestinal hemorthage associated with

Gastrointestinal (Gl) Eﬂeets Mild to moderate nausea, vomiting, and diarrhea; anorexia and taste perversion. Docetaxel-induced stomatitis
(mucositis) characterized by diffuse ulceration of the lips, tongue and oral cavity may be experienced especially in patients with increased liver
enzymes. Other adverse effects may include constipation, duodenal ulcer, esophagitis, |ntest|na\ obstruction, ileus, dehydration associated with GI
disorders, anorexia, ischemic colitis and abdominal pain. Rarely, fatal GI with mucositis, and
enterocolitis have also been reported. A case report of typhitis itis) and fatal i y to Clostridium septicum has also
been reported in patients taking docetaxel.

Cardiovascular Effects: Hypotension' rare cases of heart failure, thromboembolism, myocardial infarction, sinus tachycardia, atrial flutter,

and
Hypersensmvlty Reactions: F\ushmg, skin rashes with or without pruritus, chest tightness, back pam drug-associated fever or chills; severe
skinrash or d after infusion.
Fluid retention: Fluid relenhon (with or without i including edema and| frequently, pleural effusion, ascites pencardwa\ effusion, and
weight increase; fluid retention beginning in the lower limbs, but became generalized, with a weight increase of 3 kg or more (see Boxed Warnings,
WarmngsandPrecauMons)

Fluld i i tion, oliguria or i i ‘Iherapy

ic Effe Alopecla and occurs 14 to 21 days after . Alopecia is dt lated and ge iy
occursat Y. Skin iated with pruritus), including localized rashes, especially in the hands and feet, but
they were also seen in the arms face and thorax severe nail dlsorders‘ including or occasional oncholysi:
painmay occur.

Other skin disturbances include cutaneous lupus erythematosus and bullous eruptions, radiation recall reactions, and rarely Stevens Johnson
Syndrome and toxic epidermal necrolysis.

Nervous System Effects: Neurosensitivity symptoms, such as paresthesia, dysesthesia with numbness and tingling in a stocking-and-glove
distribution; pain proximal and distal , dizziness, confusion, seizure, and loss of consciousness.

Infusion Site Reactions: Mlld infusion site reacllonsmc\ude hyperplgmenlahon inflammation, local erythema, skin dryness, redness, or phlebitis.
T dswel

Hepatic Effects: Increased AST, ALT and AP up to levels that exceeded 2.! 5 times the ULN ]aund\oe (especially when used in combination with
Warni

capecitabine). There were also observed bilirubin values > 2.5 of the ULN. ( nings,
Musculoskeletal Asthenia, myalgia, arthralgia, and fatigue.

piratory Effects: assoclated with ivity, pleural effusion or dyspnea as manifestations of fluid retention, acute
pulmonary edema, i i itial pneumonia.

Ophthalmic Effects: Excessive lear formation (eplphorai and canalicular stenosis that were reported to be more severe in patients who receive
docetaxel week\ythan those receiving docetaxel every 3 weeks. Visual disturbances (e.g., flashing, scotomata) very rarely occurred during docetaxel
infusion. Oy
Otic Effects: Ototoxicity, hearing disorders and/or heanng loss have been reported in patients receiving docetaxel, including some cases associated
with other ototoxic agents.

Other Effects: Infection, fever, tumor lysis syndi in, chest pain, and

OVERDOSE AND TREATMENT
There s limited clinical experience on docetaxel overdose. Since there is no known antidote for docetaxel intoxication, patients must be admitted to a
specnahzed unit where vital signs could be monitored. Anucwpaled comphcallons may mclude bone marrow suppression, peripheral neuroloxlcuy and

mucositis. P: hould be given G-CSF a n d. Other supp py may

Two cases of docetaxel overdose have been reported. Patients, who both recovered, were reported to experience severe neutropenia, mild asthenia,
tions, and mi a1 hour IV infusion of 150-200 mg/m’ docetaxel.

STORAGE CONDITIONS

Store attemperatures between 2°C - 8°C. Protect from light.

AVAILABILITY
Docetax 20mg/0.5mL Concentrate Solution for IV Infusion - Box of 1 (Type | glass vial) with 1.5 mL Diluent Vial (Type | glass vial)
Docetax 40mg/mL (80 mg\2 mL)Concentrate Solution for IV Infusion - Box of 1 (Type | glass vial) with 6.0 mL Diluent Vial (Type | glass vial)

CAUTION
Foods, Drugs, Devi osmetics Act prohibit

Manufactured by Laboratorios Richmond S.A.C.L.F.

Elcano 4938, Ciudad Autonoma

de Buenos Aires, Republica Argentina

Imported and Distributed by

United Laboratories, Inc.

66 United Street, Mandaluyong City, Philippines

for BIOMEDIS, INC.

Dynavision Bldg.,108 Rada St., Legaspi Village, Makati City, Philippines Date of Revision: September 2011




