
 

监管协调联合立场声明 

Joint Position Statement on Regulatory Harmonization 

在全球范围内，伴侣动物和食品生产动物的兽药供应存在公认的区域不平等，这导致

动物卫生部门在提供适当的动物护理（预防和治疗）方面的能力不同，并对动物福利

产生负面影响。虽然这是一个多因素的问题，但获得许可的兽药的根本原因是监管审

批过程，这一过程允许产品进入市场。无论地区和/或国家，监管审批流程都有类似的

结果目标——确保提供安全、有效、高质量的兽药。尽管这个共同的目标，批准过程

在不同的地区和/或国家重复，经常需要重复数据生成，即使数据已经存在，并且已经

被证明是科学健全的。这一过程的重复常常构成一个不必要的监管障碍，破坏了获得

许可的兽药的更广泛供应，并使动物福利处于危险之中。在不会损害安全有效使用兽

药的情况下，应探索和颁布区域和/或国家之间的监管趋同和协调。 

There are recognized regional inequities in the availability of veterinary medicines for both 
companion and food production animals globally, and this results in differing abilities of the animal 
health sector to provide appropriate animal care – both preventatively and therapeutically – and 
negatively impacts on animal welfare. While this is a multifactorial issue, at the root of availability of 
licensed veterinary medicines is the regulatory approval process that grants a product market 
access. Regardless of region and/or country, the regulatory approval processes all have similar 
outcomes objectives – ensuring the availability of safe, effective veterinary medicines of high and 
consistent quality. Despite this common goal, the approval process is duplicated in various regions 
and/or countries, often requiring duplication of data generation even when the data already exists 
and has been demonstrated to be scientifically sound. This duplication of process often presents an 
unnecessary regulatory hurdle that undermines broader availability of licensed veterinary medicines 
and places animal welfare at risk. Regulatory convergence & harmonization between regions and/or 
countries should be explored and enacted where and if this would not undermine safe and effective 
veterinary medicines use.  
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