
COMPOSITION
Liberen® Tablet: Each film coated tablet contains a fixed-dose combination of 
Relugolix INN 40 mg, Estradiol BP 1 mg (as Hemihydrate) and Norethisterone 
Acetate BP 0.5 mg.

DESCRIPTION
Liberen® is a combination of relugolix, estradiol and norethisterone acetate. 
Relugolix is a non-peptide GnRH receptor antagonist that competitively binds to 
pituitary GnRH receptors, thereby reducing the release of Luteinizing Hormone 
(LH) and Follicle-Stimulating Hormone (FSH), leading to decreased serum   
concentrations of the ovarian sex hormones estradiol and progesterone and 
reduced bleeding associated with uterine fibroids.
Estradiol acts by binding to nuclear receptors that are expressed in                                
estrogen-responsive tissues. As a component of Liberen®, the addition of 
exogenous estradiol may reduce the increase in bone resorption and resultant 
bone loss that can occur due to a decrease in circulating estrogen                               
concentrations from relugolix alone.
Progestins such as norethisterone act by binding to nuclear receptors that are 
expressed in progesterone- responsive tissues. As a component of Liberen®, 
norethisterone may protect the uterus from the potential adverse endometrial 
effects of unopposed estrogen.

INDICATION
Liberen® is indicated for the management of heavy menstrual bleeding                    
associated with uterine leiomyomas (fibroids) and management of moderate to 
severe pain associated with endometriosis.

DOSE & ADMINISTRATION
    Exclude pregnancy and discontinue hormonal contraceptives prior to Liberen® 
initiation.
     Orally one tablet once daily.
    In case of missed dose of Liberen®, need to take as soon as possible the same 
day and then resume regular dosing the next day at the usual time.
     If concomitant use of oral P-gp inhibitors is unavoidable, need to take Liberen® 
at least 6 hours before taking the P-gp inhibitor.

CONTRAINDICATION
    High risk of arterial, venous thrombotic or thromboembolic disorder.
    Pregnancy.
    Known osteoporosis.
    Current or history of breast cancer or other hormone sensitive malignancies.
    Known hepatic impairment or disease.
    Undiagnosed abnormal uterine bleeding.
    Known hypersensitivity to relugolix, estradiol or norethisterone acetate.
WARNING AND PRECAUTION 
   Thromboembolic disorders and vascular events: Discontinue Liberen® if an 
arterial or venous thrombotic, cardiovascular, or cerebrovascular event occurs. 
    Bone Loss: Decreases in Bone Mineral Density (BMD) that may not be completely reversible.  

     Depression, mood disorders and suicidal ideation: Advise patients to seek medical 
attention for new onset or worsening depression, anxiety or other mood changes.
    Risk of early pregnancy loss: Can cause early pregnancy loss. Advise women to 
use effective non-hormonal contraception. 

SIDE EFFECTS 
Most common adverse reactions (incidence ≥ 3%) are: Hot flush, Hyperhidrosis or 
night sweats, Uterine bleeding, Alopecia, Decreased libido.

USE IN PREGNANCY & LACTATION 
Pregnancy: Based on findings from animal studies and Its mechanism of action, 
Liberen® may cause early pregnancy loss. Discontinue Liberen® if pregnancy 
occurs during treatment. 
Lactation: There is no data on the presence of relugolix or its metabolites in 
human milk, the effects on the breastfed child or the effects on milk production. 
Relugolix was detected in milk in lactating rats. When a drug is present in animal 
milk, it is likely that the drug will be present in human milk. 
Use in children & adolescents: 
Safety and effectiveness of Liberen® in pediatric patients have not been 
established. 

DRUG INTERACTION 
With medicine: P-gp Inhibitors: Co-administration of Liberen® with P-gp 
inhibitors increases the AUC and maximum concentration (C) of relugolix and may 
increase the risk of adverse reactions associated with Liberen®. 
Combined P-gp and Strong CYP3A Inducers: Use of Liberen® with combined P-gp 
and strong CYP3A max estradiol and/or norethisterone and may decrease the 
inducers decreases the AUC and C of relugolix. therapeutic effects of Liberen®. 
With food and others: Grapefruit juice may increase the plasma concentrations of 
orally administered drugs that are substrates of the CYP450 3A4 isoenzyme.

OVERDOSE
Overdosage of estrogen plus progestin may cause nausea, vomiting, breast 
tenderness, abdominal pain, drowsiness, fatigue, and withdrawal bleeding. 
Supportive care is recommended if an overdose occurs. The amount of relugolix, 
estradiol or norethisterone removed by hemodialysis is unknown. 

STORAGE
Store below 30°C and dry place, Keep away from light. Keep out of the reach of 
children. 

PACKING
Liberen® Tablet: Each box contains 1 x 10's tablets in a Alu-Alu  blister pack.
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Dcv`vb
wjev‡ib® U¨ve‡jU: cªwZwU U¨ve‡j‡U i‡q‡Q ‡ijyMwj· AvBGbGb 40 wg.MÖv., B÷ªvwWIj 
wewc 1 wg.MÖv. (†nwgnvB‡WªU wn‡m‡e) Ges biBw_‡÷ib Gwm‡UU wewc 0.5 wg.MÖv.| 

eb©bv 
wjev‡ib® GKwU †ijyMwj·, B÷ªvwWIj Ges biBw_‡÷ib Gwm‡U‡Ui mswgkªY| †ijyMwj· 
GKwU bb-‡ccUvBW wRGbAviGBP  wi‡mÞi G›Uv‡Mvwb÷ hv cªwZ‡hvwMZvg~jKfv‡e 
wcUyBUvwi wRGbAviGBP wi‡mÞ‡ii mv‡_ Ave× nq, djkªæwZ‡Z wjD‡UbvBwRs ni‡gvb 
Ges dwjKj- w÷gy‡jwUs ni‡gvb - Gi wbtmiY nªvm cvq, hvi d‡j IfvwiIb †m· ni‡gvb 
B÷ªvwWIj Ges cª‡R‡÷i‡bi wmivg NbZ¡ K‡g hvq Ges Rivqy dvBeª‡qW mswkøó i³cvZ 
nªvm cvq ‡cªv‡R‡÷ib cªwZwµqvkxj wUm¨y‡Z cªKvk cvq Ggb wbDwK¬qvi wi‡mÞ‡ii mv‡_ 
Ave× n‡q B÷ªvwWIj KvR K‡i| wjev‡ib®-Gi GKwU Dcv`vb wn‡m‡e, ïaygvÎ †ijyMwj· 
†_‡K mÂvwjZ B‡÷ªv‡R‡bi NbZ¡ nªv‡mi Kvi‡Y nv‡oi ¶q-¶wZ e„w× nIqv Kgv‡Z 
G‡·v‡Rbvm B÷ªvwWIj KvR K‡i | †cªv‡R‡÷ib cªwZwµqvkxj wUm¨y‡Z cªKvk cvq Ggb 
wbDwK¬qvi wi‡mÞ‡ii mv‡_ Ave× n‡q †cªv‡Rw÷b wn‡m‡e biBw_‡÷ib KvR K‡i| 
wjev‡ib®-Gi GKwU Dcv`vb wn‡m‡e, biBw_‡÷ib Rivqy‡K AcªwZ‡iva¨ B‡÷ªv‡R‡bi 
m¤¢ve¨ G‡Ûv‡gwUªqvj cªwZK~j cªfve †_‡K i¶v K‡i| 

wb‡`©kbv
gwnjv‡`i BD‡UivBb wjIgv‡qvgv (dvBeª‡qW) mswkøó gvwm‡Ki mgq AwZwi³ i³cv‡Zi 
wPwKrmv Ges G‡Ûv‡gwUª‡qvwmm Gi d‡j m„ó gvSvix †_‡K Zxeª e¨_v Dck‡g wjev‡ib 
wb‡`©wkZ|

‡mebwewa I gvÎv
  wjev‡ib® ïiæi Av‡M Mf©ve¯’v Ges ni‡gvbRwbZ Mf©wb‡ivaK eÜ ivL‡Z n‡e| cªwZw`b  
GKwU K‡i U¨ve‡jU gy‡L MªnY Ki‡Z n‡e|
  wjev‡ib® MªnY Ki‡Z fy‡j †M‡j GKB w`‡b hZ ZvovZvwo m¤¢e fz‡j hvIqv †WvRwU 
†bIqv Ges c‡ii w`b ¯^vfvweK mg‡q wbqwgZ †WvR cybivq ïiæ Kiv `iKvi| 
  GKB mv‡_ gy‡L Mªn‡Yi wc-wRwc BbwnweUi Awbevh© n‡j, wc-wRwc BbwnweUi †bIqvi       
Kgc‡¶ 6 N›Uv Av‡M wjev‡ib® MªnY Kiv `iKvi|

cªwZwb‡`©kbv 
   agwb, †fbvm _ª‡¤^vwUK ev _ª‡¤^vB‡¤^vwjK wWmAW©v‡ii D”P SyuwK | 
   Mf©ve¯’v| 
   cwiwPZ ev Rvbv Aw÷I‡cv‡ivwmm| 
   ¯Íb K¨vÝvi ev K¨vÝv‡ii BwZnvm ev Ab¨vb¨ ni‡gvb-ms‡e`bkxj g¨vwjMb¨vwÝ| 
   cwiwPZ ev Rvbv †ncvwUK †ivM| 
   AÁvZ A¯^vfvweK Rivqyi i³cvZ 
   †ijyMwj·, B÷ªvwWIj ev biBw_‡÷ib Gwm‡UU-Gi cªwZ AwZ ms‡e`bkxjZv|

mZK©Zv I mveavbZv 
   _ª‡¤^vB‡¤^vwjK wWmAW©vi Ges fv¯‹yjvi B‡f›U: hw` agwb ev wkiv¯’ _ª‡¤^vwUK,  KvwW©Ifvm-
Kyjvi ev †mwi‡eªvfvmKyjvi NUbv N‡U Z‡e wjev‡ib® eÜ Ki‡Z n‡e|
   nv‡oi ¶q: nv‡oi LwbR NbZ¡ (weGgwW) K‡g hvq hv cybivq m¤ú~Y©iƒ‡c bvI wd‡i 
Avm‡Z cv‡i|
  welYœZv, gyW wWmAW©vi Ges AvZ¥nZ¨vi cª‡Póv: welYœZv, D‡ØM ev Ab¨vb¨ gyW 
wWmAW©v‡ii †¶‡Î †ivMx‡`i wPwKrmv †bIqvi civgk© w`‡Z n‡e|

  `ªæZ Mf©avi‡Yi ¶wZi SyuwK: `ªæZ Mf©avi‡Y ¶wZ n‡Z cv‡i| gwnjv‡`i‡K Kvh©Ki 
bb-ni‡gvbvj Mf©wb‡ivaK e¨envi Kivi civgk© w`‡Z n‡e|

cvk¦©cªwZwµqv
AwZ mvaviY weiƒc cªwZwµqvi (NUbv ≥ 3%) g‡a¨ i‡q‡Q: nU d¬vk, nvBcvinvB‡Wªvwmm 
ev iv‡Z Nvg nIqv, Rivqyi i³cvZ, A¨v‡jv‡cwmqv ev gv_vq UvK, †hŠbKvgbv K‡g hvIqv|

Mf©ve¯’vq I ¯Íb¨`vbKv‡j e¨envi 
Mf©ve¯’v: cªvYx‡`‡n M‡elYvq Ges Ily‡ai Kvh©cªYvjxi djvd‡ji Dci wfwË K‡i †`Lv 
hvq, wjev‡ib® Mf©ve¯’vi cª_g w`‡K ¶wZi KviY n‡Z cv‡i| wPwKrmvKvjxb mgq Mf©ve¯’v 
†`Lv w`‡j wjev‡ib® eÜ Kiæb| 
¯Íb¨`vbKv‡j:
ey‡Ki `y‡a †ijyMwj· ev Gi wecvKxq c`v‡_©i Dcw¯’wZ, ey‡Ki `ya LvIqv‡bv wkïi Dci 
cªfve ev `ya Drcv`‡bi Dci cªfve m¤ú‡K© †Kvb Z_¨ †bB| ¯Íb¨`vbKvix Bu`y‡ii `y‡a 
†ijMwj· kbv³ n‡qwQj| hLb †Kv‡bv Ilya cïi `y‡a cvIqv hvq, ZLb †mB IlyawU 
gvby‡li `y‡aI _vKvi m¤¢vebv _v‡K| 
wkï I eqtmwÜKvjxb e¨envi: 
wkï †ivMx‡`i †¶‡Î wjev‡ib®-Gi wbivcËv Ges Kvh©KvwiZv GL‡bv cªwZwôZ nqwb|

Ily‡ai wg_w®Œqv
Ab¨vb¨ Jl‡ai mv‡_: wc-wRwc  BbwnweUim: GKB mv‡_ wc-wRwc  BbwnweUi Ges 
wjev‡ib® Mªn‡Y †ijyMwj·-Gi G.BD.wm  Ges me©vwaK NbZ¡ (wmg¨v·) e„w× K‡i Ges 
wjev‡ib® Gi cªwZK~j cªwZwµqv ¸‡jvi SyuwK evov‡Z cv‡i| 
mw¤§wjZ wc-wRwc  Ges kw³kvjx (wm.IqvB.wc 3G) DÏxcK: mw¤§wjZ wc-wRwc  Ges 
kw³kvjx (wm.IqvB.wc 3G) DÏxc‡Ki mv‡_ wjev‡ib® e¨env‡i †ijyMwj·, B÷ªvwWIj 
Ges/A_ev biBw_‡÷ib Gi G.BD.wm Ges NbZ nªvm K‡i,wjev‡ib® -Gi †_ivwcDwUK 
cªfve nªvm Ki‡Z cv‡i| 
Lvevi I Ab¨v‡b¨i mv‡_: Rv¤^yivi im wm.IqvB.wc 450 3G4 AvB‡mvGbRvB‡gi mve‡÷ªU 
mg„× gy‡L LvIqv Ily‡ai cøvRgv NbZ¡ evov‡Z cv‡i| 

gvÎvwaK¨ 
gvÎvwa‡K¨i Kvi‡Y ewg ewg fve, ewg, ¯Í‡b †KvgjZv, †c‡U e¨_v, Z›`ªv, K¬vwšÍ Ges 
DB_‡Wªvqvj weøwWs n‡Z cv‡i| gvÎvwa‡K¨i †¶‡Î mnvqK h‡Zœi civgk© †`Iqv nq| 
†n‡gvWvqvjvBwmm Øviv kixi †_‡K †ijyMwj·, B÷ªvwWIj AcmviY-Gi Dcvq GLbI 
ARvbv| 

msi¶Y
Av‡jv †_‡K `~‡i, 30° ‡m.-Gi bx‡P I ï®‹ ¯’v‡b ivLyb| wkï‡`i bvMv‡ji evwn‡i ivLyb| 

mieivn 
wjev‡ib® U¨ve‡jU: cªwZwU ev‡· G¨vjy-G¨vjy weø÷vi c¨v‡K 1 x 10 wU U¨ve‡jU i‡q‡Q|

‡ijyMwj· , B÷ªvwWIj Ges biBw_‡÷ib Gwm‡UU

cÖ¯‘ZKviKt

bywfm&Zv dvgv© wjwg‡UW
48, U½x wkí GjvKv, MvRxcyi, evsjv‡`k 
‡ew·g‡Kv dvgv© Gi GKwU mvewmwWqvix cÖwZôvb


