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ZOLTEROL 3%

100mg and 75mg Tablets

PRODUCT DESCRIPTION
Zolterol SR Tabilat 100mg are pale pink, round, film coated tablet, plain on both sides,
Zaolterol SR Tablet 75mg are pale pink, triangular tablet, fim coated tablet, plain on both sides.

COMPOSITION
Zolterol 100mg SR Tablet - active ingredient: Diclofenac sodium 100mg.
Zalterol T5mg SR Tablet - active ingredient: Diclofenac sodium 75mg.

In milder cases, as well as for long-term therapy, 75 to 100 mg daily is usually sent, Where the ane mast during
the night or in the moming, Zolterol SR 75 mg and 100 mg should prefarably be taken in the evening.

Spacial populations

Eenal impaiment

Zolterol SR fablet is confraindicated in patients with renal failure (GFR <15 mL/min/1.73 m2) :m section CONTRAINDICATIONS).

Mo specific studies have Been carried out in patients with renal impairment, therefore, no sp

be made. Caution is advised when administering Zolterol SR tablet to patients with renal (m section MD
PRECAUTIONS).

Hepatic inpaimmant

Zalterol SR tablet is contraindicated in patients with hepatic fallure (see section CONTRAINDICATIONS).

Mo specific studies have been caried out in patients with hepatic impairment, therefore, no specific dose adjustment recommendations
can ba made. Caution is advised when administering Zoltero! SR tablet to patients with mild to moderate hepatic impairment (see section
WARNINGS AND PRECAUTIONS).

Eaadiatric patients
Due to the high dosage strength, Zolteral SR tablet is not recommended for children and adolescants below 18 years.

ND ad]usr.msnl Dl Iha shaﬂ]rq :Iosels genaraly required for elderly patients. However, caution is indicated on basic medical grounds,
especially for frall elderly patents or those with a low body weight (see section WARMINGS AND PRECALUTIONS).

Trsaiman wﬁ:h tldoinnal: Is genaraly nu[ rmnmended in patients heart failure,
ischemic heart disease, paripharal arlanai disease) or uncontrolied hypertansion. I nasdad patiants with established

risk factors for

PHARMACOLOGICAL ACTION

Zolterol SR tablet contains diclofenac sodium, a steroidal i and

antipyretic Dmpmss. Intilbition of prostaglandin biosynthesis, which has been in is 1o be
of action. F n rale in g infs pain, and fever, Di

in vitre does nol op ¥ is in carliage at q o the reachesd in humans.

In diseases, the anli-i y and f licil a chnical by marked relief

from signs and symploms such as pain at rest, pain on movement, moming sbffness, and mlllng af the joints, as well as by an
Improvement in function,

In post: and post:
and reduces inflammatary swelling and weund edema.

rapidly relieves both spontaneous pain and pain on mavement

Zolterol 75 mg and 100 mg sultable for patents in whorm a daily dose of 75 mg or 100 mg is To
lidate 22 brad jeader (Volaren) appmprim o the cinical picture. The of p g the produictIn a single daly

58, isease (a.g
mia, disbetes medilitus and smoking) should be I:raalad ‘with diclofenac only after careful consideration and Only at doses =100 myg daily if
treatad for more than 4 weeks (see section WARNINGS AND PRECAUTIONS).

CONTRAINDICATIONS

Zolterol SR tablet is contraindicated in patients with

- Known hypersensitivity to diclofenac and other NSAIDs or to any of the other excipients.

- Active gastric or intestinal ulcer, bleading or AND PRECAUTIONS and SIDE EFFECTS).
- Last timester of {see sactionF
- Hapatic faikure,

- Renal failure (GFR <15 mU/min/1.73 m2).
- Sewvers cardiac failure (see sectionWARNINGS AND PRECAUTIONS

588 ons
¥ AND LACTATION, ).

and helps ko avoid the possibilty of dosage errors. Zolterol 75 mg
Tablets 2120 atom e masimun daily dose of 150 mg 1o be given in a batanced b.i.d. schedule.

PHARMACOKINETICS

on
Judged by urnary recovery of and fs the same amount of diclofenac is released and
from i ! tablets as from gastro-resistant tabéeta. However, the systemic availability of diclofenac from
diclofenac sustained-release tablets is on average about 2% of that achieved with the same dose of diclofenac administered in the form
of gastro- raslahvt tablets (possibly due ID redease-rate dependent “first-pass” metabofism). As & result of a slower release of the active
tablets, peak nunoamﬂm atteined are lower than those observed following me
admlrulnahun of gastro-resistant tableta. Masn peak ar 0.4 mi {18or1.25

).
- Like other non-steroidal ant-inflammatorydrugs [NSA]D?S}. Zalterol SR tablet is alsocontraindicated in patients in whom the use
icylic acid or other NSAIDs urficaria, oracute rhinitis {i.e., NSAID-inducedcrossraactivity
AND F'RECAUTIONS and SIDEEFFECTS).

(seB

WARNINGS AND PRECAUTIONS
Gastrointestinal &

bleeding, ion or perforation, which can be falal, have been lepodeammall NSAIDs, including diclolenac, and may
occur al any lime durng Irealmenl. with or without warnlng Symplams or a Dtewous hi

of serious gastroindestnal events, The;
generally have more seriou in the elderly. If leeding or uloe oceurs in patents woelving Zoleml L
tabled, the treatment WUId be discontinued, As with all l%SAIDs nduulng diclofenac, close medical wmllance is Imperative and

ar caution should be exercised when prescrbing Zolleral SR tablet in patients wilh

are reached on average 4 hours after |ngesdur| ofa sumlnea—ralaase Mlat of 100 mg or 75 mg. Food haa no clinkcally relevant Inﬂuenne

on the and systemic mhlals On the other hand, n\aan plasma concentrations of 13
ng/ml (40 nmollL) can be recorded at 24 l\clura (16 hours) after tablets 100 mg (75 mg).
Since about half of concentration

diclofenac is metabolized during its first passage through the lver:"ﬂrst pass” eﬁact). lhearsa under the

curve (ALUC) following oral or rectal administration is about half that folmmng dose. Tr h ane
arcund 22 ng/mL or 25 ngimd. (70 nmol/'L or B0 nmolL) during | tablets 100 mg once daily or
75 mg twice dally. Pharmacokinetic behaviour does not change after lepaalad administration, No accumulation ccours provided the
recommended dosage intervale are observed.

Distribution
89.7% of diclofenac binds to serum proteins, mainly to albumin (89.4%). 'I1|e apparent volume of distribution calculated I 0.12 to 0.17
. Diclofenac enters the synovial fluid, wi 2 to 4 hours &fter peak plasma values have been
reached. The apparent half-ife for liménation from the synovial fluld is 3 to B hours. Two hours after reaching peak plasma levels,
of the active are already higher in the synovial fluid than in the plasma, and they remain higher for up to 12
hours.

Bictransformation/metabolism

{
or with a hislery suggestive of gastric or intestinal wieeralion, bleeding or perforation (see mlon SIDE EF?EDTSJ The risk c}
G bleeding is higher with increasing NSAID deses and in patients with a history of ulcer, iy If
perforation and in the elderly.

To reduce the risk of G loxicity in patients with a histary of ulcer, p I d with and in the
elderly, the freatment should be intllated and malntained al the lowest eﬁec‘ri\-e dose, Combination therapy wlm profective agents (..,
proton pump inhibdors or misoprostol) shoukd be considered for these patients, and aso for patients requiring concomitant use of low dose
acetylsaficylic acid (ASA), or other drugs Bkely lo increase gasirointestinal risk. Patients with a history ofGI foxicily, pariiculary the eldery,
should report any unusual abdominal s s (especially Gl bBleeding). Cautlon is n patients recetving concomitant
medications which increase the risk of ulaemllon or bleedln'%such as syslemic corlicosteroids, sm:mwlanls anil-platelet agents
or selective serolonin-reuptake inhibilors (see section Close medical survelllance and cautlon should also be exercised
In patients with ulcerative cofitis or Crohn's disease, as thesr condition may be exacerbaled (see seclion SIDE EFFECTS),

NSAIDs, ic leak, Ciose medical survedlance and
caution are

ciading diclaf by "
9

may d with
d when using di

risk of ga:
after assuo-lnleemal mery

Biotransformation of diclofenac takes place partly by glucuronidation of the intact malecule, but maindy by single and multiple by

and methaxylation, resufting in several phenoiic metabolites {3*-hydroxy- 4"hydroxy- S-hydrosy-.4', 5-dihydroxy-, and 3 hyﬂn:lxy—d ‘me-
tha ), maat of which are to Two of these phenolic metabaolites are biologically active, but
to & much lesser extent than dicofenac,

Cardiavascular effecls
Treatment wiih NSND& Inelua-nq dlclorensc. particularly al nlgh dose and in long lerm, may be assoclaled with an increased risk of
serious ] infarction and stroke).

heart failure,

Trealmen! with diclefenac Is‘ﬁmeraly not recommended in patients with biished cards

established schemle hearl disease, peripheral srleﬁa! umn] r.}r unmglrolm hyperlensloﬂ ] neeﬂed mﬁenu wl
tors for disease (e

diabetes malirus and wnoklng: should be treated wllh diciofenac only after careful consideration and onﬁ' al doses <100 m daTI:r wihen

As the cardiovascular risks of diclafenac may increass with dese and duration of exposure, the lowest effective daily dose should be used
for the srmw duration possible. The patient's need for symplomatic refief and response to therapy should be re-evaluated periodically,

Eliminaticn

Total systemic clearance of diclofenac from plasma is 263 £ 56 mL/min (mean value £ S0). The terminal halt-life in plasma is 1 to 2 hours. treatment continues for more than 4 weeks,
Four of the metabalites, including the two active ones, also have short plasma half-fives of 1 to 3 hours. One metaboite, 3-hydroxy-4"-me-

thaxydiclofenac, has a much longer plasma half-life, However this metabolile s virlually inactive, About B0% af the administerad dose is

excreled in the urine as the ;ﬂlucurmnde conjugate of the intact molecule and as metabolites, most of which are also converled to

glucuronide conjugates, Less than 1% Is excreted as unchanged substance. The rest of the dose is thraugh the

bile in the faeces.

Linearity/non-linearity
The amount absarbed is lineardy related lo the dose strength

Special populations

Geralic patients

Mo relevant age-dependent differences in the drug's absorption, metabolism, or excretion have been observed. However, in a few elderly
paLIenls a 15-minute Intravencas mnlusion resulted in 50% higher plasma concentrabons than expected from the data on young healthy
subjects.

Renal Impairment
In patients suffering from renal 1 lation of the active sub can be inferred from the single-dose
kinetics when applying the usual & w-edule Al a creatinine clearance of less than 10 mlL/min, the calculated sleady-slale plasma

levels orr:heb'm-umw metabolites are aboul 4 imes higher than in normal subjects, However, the metabolites ase ultmately cleared
through the bile,

Hepatic impairment
In patients with chronic hepatitis or non-decompensated cirhosis, the kinetics and metabolism of diclofenac are the same as in patients
withoul liver disease.

INDICATIONS
Zolhel'ol SR Isnlel. Is indicated for the trea‘tmw af:

" " d arthitis, ankyloss il o

and

and
ainiul synurornes of the vemral wiumn. non-articular rhowraﬂ]sm

Prima-y dysmmrrhoea i
\ENDED SCHEDULE AND ROUTE OF ADMINISTRATION
As general recommendation, ' the mso sheuld be individually adjusted, Adverse effecls may be minimlzed by using lowes! effective dose
For the shorlest duration P {see section R and PRECAUTIONS).
Method of administration

Zolterol SR tablet should be swallowsd whole with Biquid, prefarably with meals. Do not crush or chew,
General target population
The recommended inifial daily dose is 100 to 150 mg, administered as 1 tablet of Zolterol SR 100 myg or as 2 tablets of Zollersd SR 75 mg.

for mone than 4 weeks,

Patients should remain alert for the signs and

ic avants {a G uhsst - pain, ahnrlness of breath,

waakness, slurring of speech), which can oecur without wammgs Paum should be i y in case of
such an avent,
During prolon, treatment with Zalteral SR tablet, as with other NSAIDs, monitoring of the blood count is recommended. Like other

NSAIDs, diclofenac may lemporarity inhibit platelet aggregation. Palients with defects of hernostasis should be carefully

In patients with asthma, seascnal allergic rhinitis, swelling of the , nasal polyps), ch puimonary diseases
or chronic i of the y tract i linksd to allan;oc mumbﬂum symptoms), reactions on NSAIDs like asthma

ions (so-called i to ), Quincke's edema or urlicaria are more frequent than in other
patients. Therefore, special caution is recommended in such pnbm iness for emergency). This is appli as well for patients
who are aliergic 1o other substances, e.g., with skin reactions, pruritus or urticaria.

I it o
Close medical surveillance is required when bing Zolterol SR tablet to patients with impaired hepatic function, as their condition may
ba exacerbaled. As with other NSAIDs, including diclofenac, values of one or more liver enzymes may increase. During prolonged
treaiment with Zolterol SR tabiet (e.g., in the form of tablets or suppositories), ragular monitoring of hepatic funclion is indicated as a
precautionary measure. i abnormal Fver funclion lests persist or worsen, if clinical signs or ploms consistont with fiver disease
develop, or if other manifestatians occur {e.g., eosinophika, rash), Zalterol SR tablet should be discontinued, Hepatitis may accur with use
¥ . Cawdion is called for when using Zoltarol SR tablet in patients with hepalic porphyria, since i

of witheout
may Irigger an attack,

Skin readtions

Serious skin reactions, soma of them fatal, including exfolative dermalitis, Stevens Johnson and toxic:

have been reported very rarely in association with the use of NSAIDs, including Zolterol SR tablat {see section SIDE EFFECTS} Patienls
appear fo be al highest risk of these reactions early in the course of theragy, the onse! of the reaclion occurring inthe majority of cases
within the first month of treatment. Zolteral SR tablet should ba discontinued at the first appearanca of skin rash, mucosal lesions or any
other sign of hypersensitivity. As with other NSAIDs, allargic i inciuding reactions, can also ocour in
rare casas with diclofenac without earfier exgposure to the drug.

Benal effects

As fiuid retention and edema have been reported in association with NSAID therapy, including diclofenac, particular caution is called for
in patients with impaired cardiac or renal function, history of hypertension. the eldedy, patents receiving concomitant traatment with
diuretics or medicinal products that can significantly impact renal function, and in those nts with substantial extracefular volume
deplation of any cause, e.g., bafore or after major surgery (see section CONTRAINDICATIONS). Monstoring of renal function is
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recommended as a precautionary measure when using Zolters! SR tablet in such cases, Discontinuation of therapy is usually followed by
racovery 1o the pre-reatment state,

Gedalric patients
Caution Is indicated in the elderly on basic medical grounds, especially in frail eiderly patients or those with a low body weight.

Interactions with NSAIDs
The concomitant use of Zoterol SR tablet with systemic NSAIDs imludln% cyclooxygenase-2 selective inhibitors, should be avoided due
to undesirable effects (see section INTERACTIONS WITH OTHER MED TS).

Masking signs of infecfions
Like othar NSAIDs, diclofenac may mask the signs and symptomns of infection due fo its pharmacodynamic properties.

RMNINGS

RISK OF GI ULCERATION BLEEDING AND PERFORATION WITH NSAID
Serous Gl toxicity such as bleeding, woeration and perforation can occur at any fime, with or without wamning symptoms, in patients
treated with NSAID therapy. Alhough minor uppsr Gl problams (e.0. dyspepsia) ara comman, usually :luvuluplr\g earfy in therapy,
prascribars should remain alert for vlceration and bleeding in patients treated with NSAIDs even in the absence of pravious Gl tract
sympioms. Studies to date have not identified any subset of patients not at risk Dfdew.luplng paptic ulcaration and bleeding. Patients with
prior history of serious adverse events and cllhar rlsk factors associated with paplic ulcer diseasa {a.g. alcohciism, smoking and
corticosteroid therapy) are at risk. El patients seam to tolerate ulceration or bleeding less than other
individuals and account for most spontaneous. rapeﬂs 'u( fatal Gl events

Severe cutaneocus reactons, including Stevens - Johnson

Esychiatric disorders
Very rare: D p insomania, ni Irvitability, disorder,

HNervous system disorders
Common: Headache, dizziness.
Rare: Somnolence.

Very rare:

accident,

i, memory impas , anxiety, tremor, aseptic ysg

Eye disorders -
Very rare: Visual impairment, blurred vision, diplopia.

Common: Vertigo.
Wery rare: Tinnitus, impaired hearing.

Cardiac disorders

Uncommon®: Myocardial infarction, cardiac failure, palpitations, chest pain
fraquency reflects data from long-ferm with high dosa (

Kounis syndrome: Frequency “not known™

Vascular disorders
Very rare: Hypartension, vasculitis.

v, tharacic and di

{Lyel have been
reported with diclofenac sodium. Pafients treated with diclofenac sudl.uln shuuld be closaly monitored lnr signs of hypersansitivity
reactions. DI sodium & if rash occurs.

Adverse effects: Dermatological:
Occasional - rashes or skin eruptions Cases of hair loss, bullous eruptions, erythema multiforme, Stevens- Johnson syndrome, toxic
(Lysll's and ‘have bean reported.

DRUG INTERACTIONS

Rara: Asthma llr\dud]ng dyspnea).
Very rare: Prisumanitis.

Gastmintestingl disorders

Comman: Nausea, vomiting, diarrhea, pain,
Rare: Gastritis,

gastrointestinal stenosis, or parforation, which may lead to itis).

Very rara: Caolitis (including hemurrhayc colitis, Ischamlc caolitis and exacerbafion of ulcerative colitis or Crohn's diseasa), consfipation,

appelita. -
diarthea, malena, gastrointestinal ulcer (with or without bieeding,

disarder, intestinal diaphragm diseasa, pancreatifis.

The following includa those with Zoitarol ralease tablets andior other forms of glossith
nl rs: n whan with CYF2C38 inhibitors {such as voriconazola), which could Common: Transaminases
rasult in a significant increase in peak plasma and axps o Rare: Hepatitis, jaundica, Bver

Lithium: If used concomitantly, diclofenac may raise plasma concentrations of Bthium.
Monitoring of the serum lithium level is recommended.

Digoxin: If used concomitantly, diclofenac may raise plasms concentrations of digoxin.
Moniioring of the serum digon level is

Diuretics and anfihyperiensive agents: Like other NSAIDs, concomitant use of diclofenac Mlh dluretics or anllhyperleﬂslva agents
(e.0. beta-blockers, ang . Therefore, the
should be with quon and patients, eepeclaly the eldeﬂsr should ha\-e their bicod pressure periodically
monitored, Patients should be ad should be ghen to monitoring of renal function after Infiation of
concomitant therapy and periodically there: a!\nr Mculany for diuretics and ACE Inhibitors due to the increased risk of nephrotoxicity
(see sectlon WARNINGS AND PRECAUTIONS),

c Il Diclof like other NSAIDs, may increase the of cl due o the effect
on renal pmwlamlns Thesefore, it ghould be given at doses lower than those that would be used in anenls not recelving ciclosperin
of tacrolimus,

disorder.
Wery rare: Fulminant hepatifis, hepatic necrosis, hepatic fadure

\.rew'rarn: Bullous gczama, eryth multiforme, Stevenslohnson (Lyell's
alopecia, reaction, purpura, HenochSchoenlein Mum. prumus

Eenal and urnary disorders

Very rare: Acute kidney Injury (acute renal fallure), ph nephyitis, renal paplilary

necrosis.

data point fowards an increased risk of arteriothrombotic events (for example myocardial

Drugs known o cause hyperkalemia: with the use of dk at & high dose (150 mg daily) and during lang-lerm treaiment (see section
with paring OIureﬂcs. li or tri riey m:&ge associated with increased serum  WARNINGS AND PRECAUTIONS),
potassium leveis, which should therefore be (see section AND CAUTIONS) v effects
]
Quénolone antibacterials: There have been isolated reporis of convulsions which may have been due to use of quinok Visual such as visual blurred vision or diplopta appear to be NSAID ciass effects and are usually reversible on
and NSAIDs, A ety mech for the visual is the inhibition of prosta; &a\dln symmsis and other retated compounds
lnal alter |he mgulsllon of retinal blood ﬂw resulting in potential changes In vision, If su ur during
may be to exclude other causes

af and other systemic NSAIDs or corticosterclds may Increase the frequency of gastrointestinal
undesirable effects (see section WARNINGS AND PRECAUTIONS).

Anticoagulants and anti-platelet agents:

Caution |s since could Increase the risk of bleeding (see section WARNINGS AND
PRECAUTIONS), Although dlnlwl Investigations do not appear o Inm that dldofenac affects the action of amicoegulsnls there are
reports of an Increased nsk of hemorhage In patlents recelving & and Clos g of such
patlents Is therefore recommended,

Setective sercfonin reuptake Inhibitors (SSRIs). Concomitant adménistration of systemic NSAIDs, Including diclofenac, and SSRis may
Increase the risk of gastrolnestinal bleeding (see section WARNINGS AND PRECAUTIONS).

Anfidiabetics: Clinical studies have shown that diclofenac can be given mﬂlhsl‘ with oral anticiabelic agents without Imumg hedr
dlinical effect. However, there have been isolated moom of both 9 changes in the
of thes blood glucase level is recommended

dosage of the antidiabetic agents during For this nsason.

as a precautionary measure during concomitant trmapy

There have also been isolaled reports of acidosis when was with in patients
with pre-axisting renal impairment.

Pheryloin: When using g of in plasma s due to

an expected increase h exposurs o phenylon.

ion is when NSAIDs, inch are less tha r afber
with . since blood ions af may rise and the loxicity of this suhmnce be increased.
C’YF‘ZCB inducers. Caution is wien co-p -] with CYP2C® inducers (such as rifampicin), which could
result in in plasma ion and 1o df
Pragnan

cy
There are insufficient data on the use of diclofenac in pregnant women. Some epidemiological studies suggest an increased risk of
miscarriage after use of a prostaglandin synthesis inhibitor {such #s NSAIDs) in early pregnancy, however the cverall data are
inconclusive. Diclofenac has been shown 1o cross the placental barrier in humans. Use nlemDs including diciofenac, can cause uterine
inertia, premature closure of the felal ductus arteriosus and fetal renal i Ieading to Because of lhese risks,
Zolterol SR tablet should not be used during the first two timesters of pragnancy unless the expected benefils 1o the mother outweigh the
risks 1o the fetus, In addition, Zolterol SR tablet should not be wsed during the third trimester of pregnancy (see section CONTRAINDICA-
TIONS).

Lactation
Like other NSAIDs, diclofenac it the breast milk in small amouwnts. Thersfore, Zolterol SR should not be

SYMPTOMS AND TREATMENT FOR OVERDOSAGE AND ANTIDOTE (S)

There Is no typlcal :Ilniul plcu.lle resulting from such as vemiting, gastrointest-

- e tinnitus or In the event ofwnm:mt polsorunu acute renal faliure and liver damage are
possible,
Thetapeutic measures
Management of acute palsoning mh NSAIDs, Including consists of and
should be given for ton, renal fallure,

convulsions, gastrointestinal dwder and d Special such as Poroed dllles!& cfla]ysls or hemoperfusion
ang prabably of no help in eliminating NSAIDs, induﬂm mc due o the high protein binding and extensive metabolsm. Activated
charcoal may be considered after ingestion of and gastric (e.g. vomiting, gastric lavage)
after ingestion of a potentially life-threatening moso

PHARMACEUTICAL INFORMATION
Storage conditions

Store below 30°C in a cool dry place.
Protect from moisture and heat.

Keep out of reach of children.

Jauhi ubat-ubatan daripada kanak-kanak.

Shaelf Life
Piaase refer o ouler package

Pack size | package
Béster packs of 100's tablels for both Zoflerol SR 75mg and 100mg tablet.

PRODUCT REGISTRATION HOLDER :
DUOPHARMA MARKETING SDN. BHD.

Lot No. 2, 4, 6, 8 & 10, Jatan P/7, Section 13, Bangi Industrial Estate,
43650 Bandar Baru Bangi, Selangor, Malaysia.

MANUFACTURER :
DUOPHARMA MANUFACTURING (BANGI) SDN. BHD.
Lot No. 2 & 4, Jalan P17, Section 13,Bangi Industrial Estate,
43650 Bandar Banu Bangi, Selangor, Malaysia.

Revision Date:
20,

during
breast-feading in order to avoid undesirable effects in the infant

SIDE EFFECTS/ADVERSE REACTIONS

Adverse drug reactions from chinical Ials andior spontaneous or flerature cases are Esled by MedDRA system organ class, The
cormesponding frequency catagary for each adverse drug reaction is based on the following convention (CIOMS IIl); very comman (2110
common (=1/100 to <1/10); uncommon (21/1,000 to <1/100}; rare {=1/10,000 to <1/1,000); very rare {<1/10,000).

ic and aplastic anemia), agranulocytosis.

Rare: |

id reactions

and shock).
Vary rare: Angioedama [|nclucing iacs adema).




