Translation Test

	PRESCRIBING INFORMATION
	处方信息

	Savene 20 mg/ml powder and solvent for concentrate for solution for infusion
	Savene 20 mg/ml 输液用粉末和浓缩液溶剂

	Please refer to Summary of Product Characteristics (SmPC) before prescribing.
	请在开具处方前参考“产品特性概要 (SmPC)”。

	Active Ingredient: vial contains 500 mg dexrazoxane, each ml contains 20 mg of dexrazoxane after reconstitution with 25 ml of solvent. 
	活性成分：西林瓶中含有 500 mg 右雷佐生，用 25 ml 溶剂复溶后，每 ml 含有 20 mg 右雷佐生。 

	Presentation: Each kit contains 10 vials of Savene Powder and 3 bottles of Savene Solvent (500 ml each) and 3 bottle hangers.
	描述：每个试剂盒包含 10 份西林瓶装 Savene 粉末和 3 份瓶装 Savene 溶剂（每瓶 500 ml）以及 3 个瓶架。

	
	

	Indication: Treatment of anthracycline extravasation in adults.
	适应症：治疗成人蒽环类药物外渗。

	
	

	Posology and Method of Administration: Administration should begin as soon as possible and within 6 hours after the accident. Savene should be given as an intravenous infusion over 1-2 hours once daily for 3 consecutive days according to body surface area: day one, 1000 mg/m2; day two, 1000 mg/m2; day three, 500 mg/m2. For patients with a body surface area of more than 2 m2 the single dose should not exceed 2000 mg. Treatment Day 2 and Day 3 should start at the same hour ± 3 hours as Day 1. In patients with moderate to severe renal impairment (creatinine clearance <40 mL/min) the Savene dose should be reduced by 50%. Cooling procedures should have been removed from the affected area at least 15 minutes before administration. Before infusion, Savene Powder must be reconstituted and diluted with Savene Solvent.
	用法用量：应在事故发生后 6 小时内尽快给药。应按体表面积以静脉输注的方式给予 Savene，每日一次（1-2 小时），连续 3 日：第一日剂量 1000 mg/m2；第二日剂量 1000 mg/m2；第三日剂量 500 mg/m2。对于体表面积超过 2 m2 的患者，单次剂量不应超过 2000 mg。第 2 日和第 3 日的治疗应在第 1 日的同一治疗小时前后 3 小时开始。对于中度至重度肾功能损害患者（肌酐清除率 < 40 ml/min），应减少 50% 的 Savene 剂量。应在给药前至少 15 分钟将冷却装置从患处移开。输注前必须用 Savene 溶剂将 Savene 粉末复溶并稀释。

	
	

	Warnings and Precautions: Local examination should be performed on a regular basis after treatment until resolution and haematological monitoring should be undertaken regularly. Routine liver function tests are recommended before each administration of Savene in patients with known liver function disorders. Patients with renal dysfunction should be monitored for signs of haematological toxicity. Previous history of allergy to dexrazoxane should be carefully considered prior to administration. As the Savene Solvent contains potassium (98 mg/500 ml) the plasma potassium level of the patient must be closely monitored in patients at risk of hyperkalaemia. It also contains sodium (1.61 g/500 ml) which may be harmful to patients on a controlled sodium diet.
	警告及注意事项：治疗后应定期进行局部检查，直至患者痊愈，并应定期进行血液监测。如果已知患者有肝功能障碍，建议在每次给用 Savene 前进行常规肝功能检查。应监测肾功能障碍患者的血液学毒性迹象。给药前应仔细考虑患者对右雷佐生的既往过敏史。因为 Savene 溶剂中含有钾 (98 mg/500 ml)，所以对于有高钾血症风险的患者，必须密切监测其血浆钾水平。本品还含有钠 (1.61 g/500 ml)，可能对控制钠摄入的患者有害。

	
	

	Contraindications: Hypersensitivity to the active ingredient or to any of the excipients, women of childbearing potential not using contraceptive measures, breast-feeding or concomitant vaccination with yellow fever vaccine.
	禁忌症：对活性成分或任何赋形剂过敏的患者、未采取避孕措施的育龄女性、处于哺乳期或同时接种黄热病疫苗的患者。



