IN0 DIN9"IIN @ unipharm trading

trading

2022, /1231 n/nj7in ,n/ X9

122X (171 X917 |17V [1>TY 7V aYTIn

PEGIL 93D

Solution for injection

J129 1'wonn YW DIXT1 K97 D117V (1DTY 7Y DOY'TING Nwzan n"ya ANo DIX91IIXK NNAN

AT NYTINA 07170 DR ,0Y'NINNA DYI'RY DRIDTY . TA72 D' NINNAN DRDTYN 0'717) 707w VNP
NNOoNI 2INX2 NIYATIA NNANN L7IND Yy2aX2 NIRNIon yT'an NIS0IN .01 "V7 W' X'm vTn?

XIN 172 NIY'SIM yT1nn

!'wo anan
Pegfilgrastim 10 mg/ml
MYIXAN AINAN

Reduction in the duration of neutropenia and the incidence of febrile neutropenia in
patients treated with cytotoxic chemotherapy, given at intervals of 14 days or more,
for malignancy (with the exception of chronic myeloid leukemia and myelodysplastic
syndromes).
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[...]

4. CLINICAL PARTICULARS

[...]

4.4 Special warnings and precautions for use
[...]

Myelodysplastic syndrome and acute myeloid leukemia in breast and lung cancer patients

In the post-marketing observational study setting, pegfilgrastim in conjunction with

chemotherapy and/or radiotherapy has been associated with development of myelodysplastic
syndrome (MDS) and acute myeloid leukemia (AML) in breast and lung cancer patients (see
section 4.8). Monitor patients treated in these settings for signs and symptoms of MDS/AML.

[...]

4.8
[...]

Undesirable effects

Tabulated list of adverse reactions

The data in the table below describe adverse reactions reported from clinical trials and
spontaneous reporting. Within each frequency grouping, undesirable effects are presented in
order of decreasing seriousness.

MedDRA system Adverse reactions
organ class Very common Common Uncommon Rare
(=1/10) (=>1/100 to <1/10) | (=1/1,000 to <1/100) | (=1/10,000 to < 1/1,000)

Neoplasms benign, Myelodysplastic
malignant syndrome!
and unspecified Acute myeloid leukemia!
(incl cysts and
polyps)
Blood and Thrombocytopenia'; [Sickle cell anemia
lymphatic system Leukocytosis! with crisis?;
disorders Splenomegaly?;

Splenic rupture?
Immune system Hypersensitivity
disorders reactions;

|Anaphylaxis
Metabolism and Elevations in uric acid
nutrition disorders
Nervous system Headache'
disorders
\Vascular disorders Capillary leak syndrome' |Aortitis




Respiratory,
thoracic and

IAcute Respiratory
Distress Syndrome?;

IPulmonary hemorrhage

subcutaneous tissue
disorders

(acute febrile neutrophilic
dermatosis)'?; Cutaneous
vasculitis’ 2

mediastinal Pulmonary adverse
disorders reactions (interstitial
pneumonia, pulmonary
edema, pulmonary
infiltrates
and pulmonary
fibrosis);
Hemoptysis
Gastrointestinal ~ [Nausea'
disorders
Skin and Sweet’s syndrome Stevens-Johnson syndrome

Musculoskeletal and
connective tissue
disorders

Bone pain

Musculoskeletal pain
(myalgia, arthralgia,
pain in extremity,
back pain,
musculoskeletal pain,
neck pain)

Renal and urinary
disorders

Glomerulonephritis®

General disorders
and administrative
site conditions

Injection site pain';
[Non-cardiac chest
pain

Injection site reactions’

Investigations

[Elevations in lactate
dehydrogenase and
alkaline phosphatase';
Transient elevations in
ILFT's for ALT or
AST!

! See section “Description of selected adverse reactions” below.

2 This adverse reaction was identified through post-marketing surveillance but not observed in randomized,
controlled clinical trials in adults. The frequency category was estimated from a statistical calculation based upon
1,576 patients receiving pegfilgrastim in nine randomized clinical trials.

Description of selected adverse reactions

[...]

An increased risk of MDS/AML following treatment with pegfilgrastim in conjunction with
chemotherapy and/or radiotherapy has been observed in an epidemiological study in breast
and lung cancer patients (see section 4.4).
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