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,ʤ/ʣʡʫʰ ʺ/ʧʷʥʸ ,ʤ/ʠʴʥʸ 
 

 ʯʥʫʣʲ ʬʲ ʲʩʣʥʤʬ ʥʰʰʥʶʸʡʥʬʲʡʭʩʰ ʠʴʥʸʬ ʯʫʸʶʬʥ ʩʸʩʹʫʺ ʬʹ Lorviqua 25 mg ʥ-Lorviqua 100 mg: 
 

ʬʩʲʴʤ ʡʩʫʸʮʤ: 

lorlatinib 25 mg, lorlatinib 100 mg 

:ʯʥʰʩʮ ʺʸʥʶ 
Film-coated tablet      

ʤʩʥʥʺʤ : 
small cell lung -is indicated for the treatment of adult patients with metastatic non ®LORVIQUA

cancer (NSCLC) whose tumors are anaplastic lymphoma kinase (ALK)-positive.  

 
 :ʠפʥʸʬ ʯʥʬʲʡ ʭʩʩʸʷʩʲʤ ʭʩʰʥʫʣʲʤ ʯʬʤʬ 

2  DOSAGE AND ADMINISTRATION  

... 
2.4 Concomitant Use of Strong or Moderate CYP3A Inducers 

 

LORVIQUA is contraindicated in patients taking strong CYP3A inducers. Discontinue strong 

CYP3A inducers for 3 plasma half-lives of the strong CYP3A inducer prior to initiating 

LORVIQUA . Avoid concomitant use of LORVIQUA  with moderate CYP3A inducers [see 

Contraindications (4), Warnings and Precautions (5.1), Drug Interactions (7.1), Clinical 

Pharmacology (12.3)].  

 

2.5 Concomitant Use of Moderate CYP3A Inducers 

Avoid concomitant use of moderate CYP3A inducers with LORVIQUA. If concomitant use with 

moderate CYP3A inducers is unavoidable, increase the LORVIQUA dose to 125 mg once daily 

[see Drug Interactions (7.1), Clinical Pharmacology (12.3)]. 

 

2.8 Dosage Modification for Severe Renal Impairment  

 

Reduce the recommended dosage of LORVIQUA for patients with severe renal impairment 

(creatinine clearance [CLcr] 15 to < 30 mL/min, estimated by Cockcroft-Gault) from 100 mg to 75 

mg orally once daily [see Use in Specific Populations (8.7) and Clinical Pharmacology (12.3)].  

 

5 WARNINGS AND PRECAUTIONS 

 

5.1 Risk of Serious Hepatotoxicity with Concomitant Use of Strong CYP3A Inducers  

 

Severe hepatotoxicity occurred in 10 of 12 healthy subjects receiving a single dose of LORVIQUA  

with multiple daily doses of rifampin, a strong CYP3A inducer. Grade 4 alanine aminotransferase 

(ALT) or aspartate aminotransferase (AST) elevations occurred in 50% of subjects, Grade 3 ALT or 

AST elevations occurred in 33% and Grade 2 ALT or AST elevations occurred in 8%. ALT or AST 

elevations occurred within 3 days and returned to within normal limits after a median of 15 days (7 

to 34 days); the median time to recovery was 18 days in subjects with Grade 3 or 4 ALT or AST 

elevations and 7 days in subjects with Grade 2 ALT or AST elevations [see Drug Interactions 

(7.1)].  
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LORVIQUA  is contraindicated in patients taking strong CYP3A inducers. Discontinue strong 

CYP3A inducers for 3 plasma half-lives of the strong CYP3A inducer prior to initiating 

LORVIQUA [see Contraindications (4), Drug Interactions (7.1)].  

 

Avoid concomitant use of LORVIQUA  with moderate CYP3A inducers. If concomitant use of 

moderate CYP3A inducers cannot be avoided, monitor AST, ALT, and bilirubin 48 hours after 

initiating LORVIQUA  and at least 3 times during the first week after initiating LORVIQUA .  

 

7 DRUG INTERACTIONS 

 

7.1 Effect of Other Drugs on LORVIQUA  

 

Effect of Strong CYP3A Inducers  

Concomitant use of LORVIQUA  with a strong CYP3A inducer decreased lorlatinib plasma 

concentrations [see Clinical Pharmacology (12.3)], which may decrease the efficacy of 

LORVIQUA . The effect of concomitant use of LORVIQUA  with a moderate CYP3A inducer on 

lorlatinib plasma concentrations has not been studied.  

 

Severe hepatotoxicity occurred in healthy subjects receiving LORVIQUA  with rifampin, a strong 

CYP3A inducer. In 12 healthy subjects receiving a single 100 mg dose of LORVIQUA  with 

multiple daily doses of rifampin, Grade 3 or 4 increases in ALT or AST occurred in 83% of subjects 

and Grade 2 increases in ALT or AST occurred in 8%. A possible mechanism for hepatotoxicity is 

through activation of the pregnane X receptor (PXR) by LORVIQUA  and rifampin, which are both 

PXR agonists. The risk of hepatotoxicity with concomitant use of LORVIQUA  and moderate 

CYP3A inducers that are also PXR agonists is unknown. 

 

LORVIQUA  is contraindicated in patients taking strong CYP3A inducers [see Contraindication 

(4)]. Discontinue strong CYP3A inducers for 3 plasma half-lives of the strong CYP3A inducer prior 

to initiating LORVIQUA . [see Dosage and Administration (2.3)]. 

 

Moderate CYP3A Inducers 

Concomitant use of LORVIQUA with a moderate CYP3A inducer decreased lorlatinib plasma 

concentrations, which may decrease the efficacy of LORVIQUA [see Clinical Pharmacology 

(12.3)]. Avoid concomitant use of LORVIQUA  with moderate CYP3A inducers. If concomitant 

use of moderate CYP3A inducers cannot be avoided, monitor ALT, AST, and bilirubin as 

recommended with LORVIQUA. If concomitant use is unavoidable, increase the LORVIQUA dose 

[see Dosage and Administration (2.3), Warnings and Precautions (5.1), Clinical Pharmacology 

(12.3)].4)]. 

 

8 USE IN SPECIFIC POPULATIONS 

 

8.7 Renal Impairment 

 

Reduce the dose when administering LORVIQUA to patients with severe (CLcr 15 to <30 mL/min, 

estimated by Cockcroft Gault) renal impairment [see Dosage and Administration (2.8) and Clinical 

Pharmacology (12.3)]. 

 

No dose adjustment is recommended for patients with mild or moderate renal impairment 

(creatinine clearance [CLcr] (CLcr 30 to 89 mL/min estimated by Cockcroft-Gault). The 

recommended dose of LORVIQUA  has not been established for patients with severe renal 

impairment (CLcr 15 to 29 mL/min, estimated by Cockcroft-Gault) renal impairment [see Clinical 

Pharmacology (12.3)]. 
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:ʯʫʸʶʬ ʯʥʬʲʡ ʭʩʩʸʷʩʲʤ ʭʩʰʥʫʣʲʤ ʯʬʤʬ 
 
2.  ʤפʥʸʺʡ ʹʥʮʩʹʤ ʩʰפʬ 

... 
ʤפʥʸʺʡ ʹʥʮʩʹʬ ʺʥʲʢʥʰʤ ʺʥʣʧʥʩʮ ʺʥʸʤʦʠ 

ʤʠʥʷʩʡʸʥʬʡ ʬʥפʩʨʤ ʩʰפʬ :ʭʠ ʠפʥʸʬ ʸפʱ 
• ʹʩ   ʺʥʩʲʡ ʪʬ ̋ ʥʩʬʫʡ 

... 
 

 ʭʩʩʥʰʩʹʤʯʥʺʧʺ ʥʷʡ ʭʩʰʮʥʱʮ  )ʲʣʩʮ ʺʴʱʥʺ(  ʥʠ ʥʷʤʷʩʧʮ ()ʲʣʩʮ ʺʸʱʤ .  ʭʩʥʥʤʮ ʡʥʤʶ ʲʷʸʡ ʭʩʹʢʣʥʮʤ ʭʩʩʥʰʩʹʤ
 .ʤʦ ʡʺʫʮʡ ʭʩʢʶʥʮ ʭʰʩʠʹ ʧʱʥʰ ʩʰʥʫʣʲʥ ʲʣʩʮ ʺʨʮʹʤ ,ʲʣʩʮ ʺʴʱʥʺ ʭʩʬʬʥʫʤ ʭʩʴʱʥʰ ʭʩʩʥʰʩʹ ʥʲʶʥʡ ,ʯʫ ʥʮʫ .ʤʸʮʧʤ 

 
ʯʥʬʲʤ ʯʫʣʥʲʮʤ ʧʬʹʰ   :ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡʹ ʺʥʴʥʸʺʤ ʸʢʠʮʡ ʭʮʥʱʸʴ ʪʸʥʶʬ ʺʥʠʩʸʡʤ ʣʸʹʮʬ 

ʺʥʴʥʸʺʤ ʸʢʠʮ(health.gov.il)  

 
ʩʰ ʱʴʣʥʮ ʠʬʮ ʯʥʬʲ ʺʬʡʷʬ ,ʯʩʴʥʬʩʧʬʮ"ʲʡ ʬʠʸʹʩ ʤʷʩʨʡʶʮʸʴ ʸʦʩʩʴ ʺʸʡʧʬ ʺʥʰʴʬ ʯʺ  , ʸʷʰʹ9 .ʣ.ʺ ,12133  , ʤʩʬʶʸʤ

 ,ʧʥʺʩʴ46725 . 
 

 ,ʤʫʸʡʡ 
ʤʨʩʸʢʸʮ ʩʬʥʠʯʥʱʡ  ̫ ʥ'ʶʹʩʬʥʴ 

 ʤʰʥʮʮ ʺʧʷʥʸ 

https://israeldrugs.health.gov.il/#!/byDrug

