ORSERDU

Generic Name: Elacestrant tablets

Brand Name: ORSERDU

Composition:

Elacestrant..................... 345mg

Indications:

e ORSERDU is indicated for the treatment of postmenopausal women or adult men with
estrogen receptor (ER)-positive, human epidermal growth factor receptor 2 (HER2)-
negative, ESR1-mutated advanced or metastatic breast cancer with disease progression
following at least one line of endocrine therapy.

Dosage:

¢ The recommended dosage of ORSERDU is one 345 mg tablet taken orally, once daily,
with food.

¢ Dose interruption, reduction, or permanent discontinuation may be required due to adverse
reactions.

Contraindication:

¢ Contraindications include factors that may increases the risk of side effects (eg,
hypertension or concomitant use of certain drugs) and therefore is not usually
recommended for treatment.

Warning:

¢ Dyslipidemia: ORSERDU may cause hypercholesterolemia and hypertriglyceridemia.
Monitor lipid profile prior to starting treatment and periodically thereafter.

¢ Embryo-Fetal Toxicity: ORSERDU can cause fetal harm. Advise of the potential risk to a
fetus and to use effective contraception.

Adverse effects:

¢ The most common (>10%) adverse reactions, including laboratory abnormalities, of
ORSERDU were musculoskeletal pain, nausea, increased cholesterol, increased AST,
increased triglycerides, fatigue, decreased hemoglobin, vomiting, increased ALT,
decreased sodium, increased creatinine, decreased appetite, diarrhea, headache,
constipation, abdominal pain, hot flush, and dyspepsia.

Dosage form: Light blue tablets

Expiry date: 24 months after the date of manufacture

Packaging: 30 tablets per bottle

Storage:

e Protected from light, sealed in original packaging, and stored at 20 - 25°C.

e Keep out of reach of children.

Manufactured by:

Laos Alliance Pharmaceutical Group Factory

Saysettha Development Zone, Vientiane Capital, Lao PDR

Tel: +856-21-737 051

www.alliancepharmagroup.com



consIaunanuga

ORSERDU
gﬁia“t’d: Ele.lsestrant tablets
awaannauu: ORSERDU
Soudsnou:
Elacestrant 345mg
88i913:

¢  ORSERDU fin?8&aSunavdudatluciffisiindsaacden § aaugaoficdudftme RSz cfalio
gufoueraay § wernzanolnononivde BfoSutes\nstay ER Wufuuan (estrogen receptor

(ER)-positive), iﬂw?qasj) BoSu cedintu Yasn Yztwn 2 HER2 tduBu (human epidermal growth factor

receptor 2-negative) Zjcluldstndy fnovguaziuciiuln caz navxdfiozelads, veiSlfiaiu

{utassaaay fiinaunaviives) ESR1 Saufiunavesmuasfiogsjuzean, gjaantiSunay

datnHous\uveagtisunijssuasjnavduda.

| o4

T%é ORSERDU Tudefuay 345 mg HownauSudznavnajdan sigcihe 05 deugamav.

o HafuFudzBRluaBaiagieege, Guidiusanau@ndnnzi @ cRosanauctitoy Tutasznauda
18 w0y idngacun, sanazgodzduavea m8 ganautBeacdiadesfiviunzacefiazcfindy.

é'tjf'l.u?éz

o naul8dalisanwaliBunoausdyificduiunzacufin8utbidy: eoaubu@sacdugiBulucoan
{8ga § TucoaalEsovfivgadziwnnage, Hyliv (Fazlnazdy was dsiiionaunavcuzie, sau
tuciunyafivdunagFiauTunauiats.

anciisu:

o THazinasinaudat8gailuductuiibvmanyafivteiutucSudan (Dyslipidemia):
ORSERDU  sancdugacmncSntHcfinnantabutucdansgy (hypercholesterolemia) aouiigdzduay
2990805 tsg) tudsn(hypertriglyceridemia). {93y, aavtdilnaunonta2bvtucden tavzhay
xaz gynaudais, idsfinnau@inavd Jucdytebuludan.

o naut8gaT sauancduSunzane § BndeSauasyacintuiie): H9liv feut8 ORSERDU aaunan
{Henla s9dthfuwa § Inavoajewuasuiiogay =S adiiu.

Gusa)ng9:

o FunaBuBageyy Jovmaay Guaa: Tsanavdondifiaugy waz nzgn, ssuwe, Judovaziy
azaay, ddanfivaamay, samaudesy, tauliey, Julies, san, Hegen, (ludia, ssnSsuguaay,
QaudiyFunaunantdsndzuay (>10%) Gucdivgiaginaudiagauag)biv AST, ALT t@usy, Jzduau
nSndcgts (Triglycerides) tuBy, tstulgdu (Hemoglobine) @n&3, YgnJu (Sodium) gnd3, was a
Staliliy (Creatinine) RATUEST

Fuwyueagya: daciodelasey

Suovliagay: 24 (isy Fraandudiws=Sa.

ssvuaativa: Hualune); 1 990 30 clo.

nauchuSnga:

o chiuSngatitufivune) Huaciiy, OTEtnescnn chiut5Tudie)fil gumsyu asmdag 20°C-25°C.

o HiuSngagdaldiagtnaandciin.

wulatauy:

Is939uerzdnga aqodivnzin Wanua ngu Aafin

Fegauti: Hygizn donzuanouaay 15809, vEa8UNIaJ) Ay, FUYU 890

Ynausy: +856-21-737 051

www.alliancepharmagroup.com

a?

o OO



