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医疗器械注册管理办法

Provisions for Medical Device Registration
第一章  总则
Chapter I General Provisions

第一条
为规范医疗器械的注册与备案管理，保证医疗器械的安全、有效，根据《医疗器械监督管理条例》，制定本办法。
Article 1
The Provisions are formulated in accordance with the Regulations for the Supervision and Administration of Medical Devices with a view to standardizing the administration of medical device registration and filing and guaranteeing the safety and effectiveness of medical devices.

第二条
在中华人民共和国境内销售、使用的医疗器械，应当按照本办法的规定申请注册或者办理备案。
Article 2
All medical devices sold and used within the territory of the People's Republic of China shall apply for registration or conduct filing according to the Provisions.
第三条
医疗器械注册是食品药品监督管理部门根据医疗器械注册申请人的申请，依照法定程序，对其拟上市医疗器械的安全性、有效性研究及其结果进行系统评价，以决定是否同意其申请的过程。
Article 3
Medical device registration refers to the prescribed procedures conducted by the food and drug regulatory authority upon an application submitted by the registration applicant to decide whether the medical device to be marked can be sold based on a comprehensive evaluation of the research and results of its safety and effectiveness.
医疗器械备案是医疗器械备案人向食品药品监督管理部门提交备案资料，食品药品监督管理部门对提交的备案资料存档备查。
Medical device filing is a process that the filing applicant submits the filing documents to the food and drug regulatory authority and the food and drug regulatory authority files the filing documents submitted by the filing applicant.

第四条
医疗器械注册与备案应当遵循公开、公平、公正的原则。
Article 4
The medical device registration and filing shall be conducted under the principles of publicity, equity and justice.
第五条
第一类医疗器械实行备案管理。第二类、第三类医疗器械实行注册管理。
Article 5
Class I medical device is subject to filing administration and Class II and Class III medical devices are subject to registration administration. 
境内第一类医疗器械备案，备案人向设区的市级食品药品监督管理部门提交备案资料。
To apply filing for Class I domestic medical devices, the filing applicant shall submit the filing documents to the food and drug regulatory authority of the municipalities consisting of districts. 
境内第二类医疗器械由省、自治区、直辖市食品药品监督管理部门审查，批准后发给医疗器械注册证。
Class II domestic medical devices shall be inspected by the food and drug regulatory authority of the provinces, autonomous regions and municipalities directly under the central government, and the Registration Certificate for Medical Device will be granted after approval.
境内第三类医疗器械由国家食品药品监督管理总局审查，批准后发给医疗器械注册证。
Class III domestic medical devices shall be inspected by the China Food and Drug Administration (CFDA), and the Registration Certificate for Medical Device will be granted after approval.
进口第一类医疗器械备案，备案人向国家食品药品监督管理总局提交备案资料。
To apply filing for Class I import medical devices, the filing applicant shall submit the filing documents to CFDA.

进口第二类、第三类医疗器械由国家食品药品监督管理总局审查，批准后发给医疗器械注册证。
Class II and Class III import medical devices shall be inspected by CFDA, and the Registration Certificate for Medical Device will be granted after approval.

香港、澳门、台湾地区医疗器械的注册、备案，参照进口医疗器械办理。
The medical devices from Hong Kong, Macao and Taiwan shall be registered and filed by reference to the import medical devices.

第六条　医疗器械注册人、备案人以自己名义把产品推向市场，对产品负法律责任。

Article 6
 Medical device registration / filing applicant brings product to market in his/her own name and holds liability for the product.
第七条
食品药品监督管理部门应当依法及时公布医疗器械注册、备案相关信息。申请人可以查阅审批进度和结果，公众可以查阅审批结果。
Article 7
The food and drug regulatory authority shall publicize relevant information on medical device registration and filing promptly in accordance with laws. The applicant can look up the approval progress and relevant results as well as the public can look up the result of approval.
第八条
国家鼓励医疗器械的研究与创新，对创新医疗器械实行特别审批，促进医疗器械新技术的推广与应用，推动医疗器械产业的发展。
Article 8
The State encourages the research and innovation of medical devices, performs the special review and approval for innovative medical devices, accelerates the popularization and application of medical devices as well as promotes the development of medical device industry.. 
第二章  基本要求
Chapter II Basic Requirements
第九条
医疗器械注册申请人和备案人应当建立与产品研制、生产有关的质量管理体系，并保持有效运行。
Article 9 
The registration applicant and filing applicant of medical devices shall establish quality management system related to product R&D and manufacturing and keep it to be operated effectively.
按照创新医疗器械特别审批程序审批的境内医疗器械申请注册时，样品委托其他企业生产的，应当委托具有相应生产范围的医疗器械生产企业；不属于按照创新医疗器械特别审批程序审批的境内医疗器械申请注册时，样品不得委托其他企业生产。

When perform the review of registration application of domestic medical devices according to Special Review and Approval Procedure for Innovative Medical Devices, for commissioned manufacture of sample, the commissioned party of the medical device manufacture shall be the manufacturer has related manufacturing range. The commissioned manufacture of sample could not be done in case that it’s not the performance the review of registration application of domestic medical devices according to Special Review and Approval Procedure for Innovative Medical Devices.

第十条  办理医疗器械注册或者备案事务的人员应当具有相应的专业知识，熟悉医疗器械注册或者备案管理的法律、法规、规章和技术要求。
Article 10  The persons apply for registration or conduct filing for medical device shall have the corresponding professional knowledge and be familiar with the laws, rules, regulations and technical requirements on the administration of medical device registration/filing.
第十一条
申请人或者备案人在申请注册或者办理备案，应当遵循医疗器械安全有效基本要求，保证研制过程规范，所有数据真实、完整和可溯源。

Article 11
Applying for registration or conducting filing, the applicant or filing applicant shall be in accordance with the basic requirements for safety and effectiveness of medical devices and make sure the R&D process is standardized and all the data is authentic, complete and traceable.
第十二条　申请注册或者办理备案的资料应当使用中文。根据外文资料翻译的，应当同时提供原文。引用未公开发表的文献资料时，应当提供资料所有者许可使用的证明文件。

申请人、备案人对资料的真实性负责。

Article 12 The documents for registration application or filling application shall be in Chinese. When the application documents are translated from an overseas language, the original documents shall also be provided at the same time. When referring to unpublished literature, the applicant shall provide evidence of owner’s permission to use the information. 

The registration applicant and filing applicant is responsible for the document’s authenticity.
第十三条
申请注册或者办理备案的进口医疗器械，应当在申请人或者备案人注册地或者生产地址所在国家（地区）已获准上市销售。

Article 13
To apply registration or conduct filing for import medical device, the applicant or filing applicant shall get market clearance for medical device in the country (region) where the applicant or filing applicant is registered or carries out manufacturing.
申请人或者备案人注册地或者生产地址所在国家（地区）未将该产品作为医疗器械管理的，申请人或者备案人需提供相关证明文件，包括注册地或者生产地址所在国家（地区）准许该产品上市销售的证明文件。

If the product is not administered as medical device in the country (region) where the applicant or filing applicant is registered or carries out manufacturing, the applicant or filing applicant shall provide relevant supporting documents, including market clearance for legal sales in the country (region) where the applicant or filing applicant is registered or carries out manufacturing.

第十四条
境外申请人或者备案人应当通过其在中国境内设立的代表机构或者指定中国境内的企业法人作为代理人，配合境外申请人或者备案人开展相关工作。
Article 14
The overseas applicant (filing applicant) shall coordinate with the overseas applicant or filing applicant in conducting related work by its representative office located within the territory of China or designated enterprise located within the territory of China as its agent.
代理人除办理医疗器械注册或者备案事宜外，还应当承担以下责任
When conducting registration or filing, the agent shall undertake the following liabilities:
（一）
与相应食品药品监督管理部门、境外申请人或者备案人的联络；
Contacting with corresponding food and drug regulatory authority and overseas applicant or filing applicant;

（二）
向申请人或者备案人如实、准确传达相关的法规和技术要求。
Delivering related laws and regulations and technical requirements to the applicant or filing applicant truly and faithfully.
（三）
收集上市后医疗器械不良事件信息并反馈境外申请人或者备案人，同时向相应的食品药品监督管理部门报告：
Collecting post-market adverse event information of medical devices and feeding back to overseas applicant or filing applicant , meanwhile, reporting to relevant food and drug regulatory authority;
（四）
协调医疗器械上市后的产品召回工作，并向相应的食品药品监督管理部门报告；
Coordinating the product recall after marketing and reporting to relevant food and drug regulatory authority;
（五）
其他涉及产品质量和售后服务的连带责任。
Undertaking other joint liabilities related to product quality and after-sales service.
第三章  产品技术要求和注册检验
Chapter III Product Technical Requirement and Registration Testing
第十五条
申请人或者备案人应当编制拟注册或者备案医疗器械的产品技术要求。第一类医疗器材的产品技术要求由备案人办理备案时提交食品药品监督管理部门。第二类、第三类医疗器械的产品技术要求由食品药品监督管理部门在批准注册时予以核准。
Article 14
The applicant or filing applicant shall prepare the product technical requirements for medical device to be registered or filed. The product technical requirements for Class I medical devices shall be submitted to the food and drug regulatory authority at the time of filing. The product technical requirement for Class II and Class III medical devices shall be examined and approved by the food and drug regulatory authority at the time of registration approval.
产品技术要求主要包括医疗器械成品的性能指标和检验方法。其中性能指标是指可进行客观判定的成品的功能性、安全性指标以及与质量控制相关的其他指标。

Product technical requirements mainly include the performance indices and testing method of the finished medical device. Performance indices refer to functional and safety indices of finished medical devices that can be measured objectively and other quality control indices. 

在中国上市的医疗器械应当符合经注册核准或备案的产品技术要求。

The medical devices launched in China shall comply with the approved as well as registered or filed product technical requirements.

第十六条
申请第二类、第三类医疗器械注册，应当进行注册检验。医疗器械检验机构依据产品技术要求对相关产品进行注册检验。Article 16
The medical device testing institutes shall carry out registration testing on relevant products in accordance with the product technical requirements.注册检验样品的生产应当符合医疗器械质量管理体系的相关要求。注册检验合格的产品方可进行临床试验或者申请注册。

The manufacturing of the samples for registration testing shall comply with the relevant requirements of the medical device quality management system. Only the products tested to be qualified can be used for clinical trials or registration application.

办理第一类医疗器械备案的，备案人可以提交产品自检报告。

When applying for Class I medical devices filing, the filing applicant may submit the product self-inspection report. When applying for Class II and Class III medical devices registration, registration testing shall be conducted.

第十七条　申请注册检验，申请人应当向检验机构提供注册检验所需要的有关技术资料、注册检验用样品及产品技术要求。

Article 17 For the registration testing, the applicant shall submit relevant technical materials sample for registration testing, and product technical requirements as required by the testing institution.
第十八条
医疗器械检验机构应当具有医疗器械检验资质、在其承检范围内进行检验，并对申请人提交的产品技术要求进行预评价。预评价意见随注册检验报告一同出具给申请人。
Article 18
Medical device testing institutions shall have certain qualifications, perform testing within their specified testing scope and pre-evaluate the product technical requirements submitted by the applicant. The testing institutions shall also issue the pre-evaluation opinions together with the medical device registration testing report to the applicant.
尚未列入医疗器械检验机构承检范围的医疗器械，由相应的汪册审批部门指定有能力的检验机构进行检验。
For the medical devices excluded in testing scope of any medical device testing institutes, the corresponding registration authority shall designate a qualified testing institution to conduct the testing.

第十九条
同一注册单元内所检验的产品应当能够代表本注册单元内其他产品的安全性和有效性。Article 19
The tested products in the same registration unit shall be the typical product that can represent the safety and effectiveness of the other products in this registration unit. 
第四章  临床评价
Chapter IV Clinical Evaluation
第二十条
医疗器械临床评价是指申请人或者备案人通过临床文献资料、临床经验数据、临床试验等信息对产品是否满足使用要求或者适用范围进行确认的过程。
Article 20
Clinical evaluation of medical devices refers to the process that the applicant or filing applicant validates whether the products under registration can meet their application requirements or scope of application  from the information of clinical literature, clinical experience data and clinical trials.
第二十一条
临床评价资料是指申请人或者备案人进行临床评价所形成的文件。
Article 21
Clinical evaluation materials refer to the documents formed by the applicant or filing applicant through clinical evaluation.

需要进行临床试验的，提交的临床评价资料应当包括临床试验方案和临床试验报告。
For those required clinical trial, the clinical evaluation materials to be submitted shall include clinical trial protocol and clinical trial report.

第二十二条
办理第一类医疗器械备案，不需进行临床试验。申请第二类、第三类医疗器械注册，应当进行临床试验，有下列情形之一的，可以免于进行临床试验：

Article 22
It is not necessary to conduct clinical trial for filing Class I medical devices. It is necessary to conduct clinical trial for registration application of Class II and Class III medical devices; however, in any of the following circumstances, the clinical trial can be exempted: 

（一）
工作机理明确、设计定型，生产工艺成熟，已上市的同品种医疗器械临床应用多年且无严重不良事件记录，不改变常规用途的；
With definite operating principle, established design, mature manufacturing process, have no record for serious adverse event of substantially equivalent medical devices which have been marketed and clinically applied for years; and without changing the conventional purpose of use;

（二）
通过非临床评价能够证明该医疗器械安全、有效的；
The safety and effectiveness of the medical devices can be proven through non-clinical evaluation; 

（三）
通过对同品种医疗器械临床试验或者临床使用获得的数据进行分析评价，能够证明该医疗器械安全、有效的。
The safety and effectiveness of the medical devices can be demonstrated through the analysis and evaluation on the data obtained from clinical trials or clinical application of the substantially equivalent medical devices 
免于进行临床试验的医疗器械目录由国家食品药品监督管理总局制定、调整并公布。未列于免于进行临床试验的医疗器械目录的产品，通过对同品种医疗器械临床试验或者临床使用获得的数据进行分析评价，能够证明该医疗器械安全、有效的，申请人可在申报注册时予以说明，并提交相关证明资料。

The catalogue of the medical devices exempted from clinical trial shall be formulated, adjusted and published by CFDA. For the product not listed in the catalogue of the medical devices exempted from clinical trials, the applicant may explain it and submit relevant supporting documents at the time of registration application, if the safety and effectiveness of the medical device can be demonstrated through the analysis and evaluation on the data obtained from clinical trials or clinical application of the substantially equivalent medical devices 
第二十三条
开展医疗器械临床试验，应当按照医疗器械临床试验质量管理规范的要求，在取得资质的临床试验机构内进行。临床试验样品的生产应当符合医疗器械质量管理体系的相关要求。

Article 23
The clinical trial of medical devices shall be conducted within a qualified clinical trial institution according to the requirements of the Good Clinical Practice (GCP) for medical devices. For samples used for clinical trial, their manufacturing process shall meet relevant requirements of quality management system for medical device
第二十四条
第三类医疗器械进行临床试验对人体具有较高风险的，应当经国家食品药品监督管理总局批准。需进行临床试验审批的第三类医疗器械目录由国家食品药品监督管理总局制定、调整并公布。

Article 24
The clinical trial of Class III medical devices with higher risk to human body shall be approved by CFDA before execution. The catalogue of Class III medical devices that require approval of clinical trial shall be formulated, adjusted, and published by CFDA.

第二十五条
临床试验审批是指国家食品药品监督管理总局根据申请人的申请，对拟开展临床试验的医疗器械的风险程度、临床试验方案、临床受益与风险对比分析报告等进行综合分析，以决定是否同意开展临床试验的过程。

Article 25
The approval of clinical trials is a process that CFDA conducts a comprehensive analysis over medical devices to be carried out with clinical trial, and determines whether to approve conduct of the clinical trial, which the overall analysis includes risk level, clinical trial protocol, analysis report of comparison between clinical benefits and risks.
第二十六条
需进行医疗器械临床试验审批的，申请人应当按照相关要求向国家食品药品监督管理总局报送申报资料。

Article 26
For those requiring the approval for clinical trial, the applicant shall submit the application documents to CFDA in accordance with related requirements.

第二十七条
国家食品药品监督管理总局受理医疗器械临床试验审批申请后，应当自受理申请之日起3个工作日内将申报资料转交医疗器械技术审评机构。

Article 27
After accepting the application for approval of clinical trials, CFDA shall forward the application documents to technical review department within 3 workdays from the date of application acceptance. 
技术审评机构应当在40个工作日内完成技术审评。国家食品药品监督管理总局应当在技术审评结束后20个工作日内作出决定。准予开展临床试验的，发给医疗器械临床试验批件；不予批准的，应当书面说明理由。

The technical review department shall complete the technical review within 40 workdays CFDA shall make decisions within 20 workdays after technical review. If the application of clinical trial is approved, the Clinical Trial Certificate for Medical Device shall be granted; if the application is not approved, the reasons shall be stated in written form.

第二十八条
技术审评过程中需要申请人补正资料的，技术审评机构应当一次告知需要补正的全部内容。申请人应当在1年内按照补正通知的要求一次提供补充资料。技术审评机构应当自收到补充资料之日起40个工作日内完成技术审评。申请人补充资料的时间不计算在审评时限内。

Article 28
If supplementary documents are required during the technical review, the applicant shall be informed once of all the supplements or corrections to be made. The applicant shall submit all necessary supplement or correction documents once within one year according to the notice of the supplements or corrections. The technical review department shall complete the technical review within 40 workdays from the date of receiving the supplements or corrections. Time required by applicant for supplementing and correcting such documents shall not be calculated in the overall review timeline.

申请人逾期未提交补充资料的，由技术审评机构终止技术审评，提出不予批准的建议，国家食品药品监督管理总局核准后作出不予批准的决定。

The technical review department shall terminate the technical review and come up with disapproval suggestion the food and drug regulatory authority once the applicant fails to supplement or correct the documents within the specified timeline, and the decision for not approving shall be made upon approval by CFDA.

第二十九条
有下列情形之一的，国家食品药品监督管理总局应当撤销已获得的医疗器械临床试验批准文件：

Article 29
In any of the following circumstances, CFDA shall cancel the obtained approval documents of medical device clinical trials: 

（一）
临床试验申报资料虚假的；
The application documents are spurious;

（二）
已有最新研究证实原批准的临床试验伦理性和科学性存在问题的；
The latest research confirmed the existence of problems in the ethicality and scientificity of original approved clinical trials;

（四三）
其他应当撤销的情形。
Other circumstances under which approval documents of medical device clinical trials may be revoked.

第三十条
医疗器械临床试验应当在批准后3年内实施。逾期未实施的，原批准文件自行废止。仍需进行临床试验的，应当重新申请。

Article 30
Clinical trials of medical devices should be implemented within 3 years after the approval. If the clinical trial is not implemented overdue, the original approval document will be abolished, which still requires clinical trials, applied again.
第五章  产品注册

Chapter V Product Registration

第三十一条
申请医疗器械注册，申请人应当按照相关要求向相应食品药品监督管理部门报送申报资料。

Article 31
To apply for medical device registration, the applicant shall submit application documents to the related food and drug regulatory authority based on relevant requirements. 
第三十二条
食品药品监督管理部门收到申请后对申报资料进行形式审查，并根据下列情况分别作出处理：

Article 32
The food and drug regulatory authority shall conduct formal review after receiving applications for medical device registration, and shall take actions respectively according to the following circumstances:
（一）
申请事项属于本部门职权范围，申报资料齐全、符合形式审查要求的，予以受理；
Accept the application if the application is within their function and the application documents are complete and comply with the requirements of administrative review.

（二）
申报资料存在可以当场更正的错误的，应当允许申请人当场更正；
Allow the applicant to correct the application documents on site if possible;

（三）
申报资料不齐全或者不符合形式审查要求的，应当在5个工作日内一次告知申请人需要补正的全部内容，逾期不告知的，自收到申报资料之日起即为受理；
Inform the applicants of all the supplements or corrections to be made for once within 5 workdays when found the application documents are incomplete or do not meet the requirement of administrative review; if no information are given by 5 workdays, the application shall be deemed as being accepted since the acceptance date of application documents;

（四）
申请事项不属于本部门职权范围的，应当即时告知申请人不予受理。
Reject the application and notify the applicant immediately if the application is not within their functions；

食品药品监督管理部门受理或者不予受理医疗器械注册申请，应当出具加盖本部门专用印章并注明日期的受理或者不予受理的通知书。

The food and drug regulatory authority shall grant the dated acceptance notice or non-acceptance notice affixed with its special seal to indicate them accepting or rejecting to accept the medical device registration application.

第三十三条
受理注册申请的食品药品监督管理部门应当自受理之日起3个工作日内将申报资料转交技术审评机构。

Article 33
The food and drug regulatory authority accepting the registration application shall forward the application documents to technical review department within 3 workdays from the date of application acceptance. 
技术审评机构应当在60个工作日内完成第二类医疗器械注册的技术审评工作，在90个工作日内完成第三类医疗器械注册的技术审评工作。

The technical review department of the food and drug regulatory authority shall complete the technical review within 60workdays for Class II medical device registration and complete the technical review within 90workdays for Class III medical device registration.

需要外聘专家审评、药械组合产品需与药品审评机构联合审评的，所需时间不计算在内，技术审评机构应当将所需时间书面告知申请人。

The technical review department shall notify the applicant in writing when they need to consult experts, or hold joint technical review with drug reviewer for drug-device combination products, for which the time spend shall not be calculated in the overall review timeline. 

第三十四条
食品药品监督管理部门在组织产品注册技术审评时可调阅原始研究资料，并组织对申请人进行与产品研制、生产有关的质量管理体系核查。

Article 34
The food and drug regulatory authority may refer to the original research materials when organizing the technical review of product registration and organize an examination of the applicant’s quality management system regarding product R&D and manufacturing.
境内第二类、第三类医疗器械注册质量管理体系核查，由省、自治区、直辖市食品药品监督管理部门开展，其中境内第三类医疗器械注册质量管理体系核查，由国家食品药品监督管理总局技术审评机构通知相应省、自治区、直辖市食品药品监督管理部门开展核查，必要时参与核查。省、自治区、直辖市食品药品监督管理部门应当在30个工作日内根据相关要求完成体系核查。

For domestic Class II and Class III medical device registration, the quality management system shall be examined by the food and drug regulatory authority of the provinces, autonomous regions and municipalities directly under the central government. In the case of the quality management system examination for domestic Class III medical devices, the technical review department of CFDA shall notify the food and drug regulatory authority of corresponding provinces, autonomous regions and municipalities directly under the central government to carry out the examination, and if necessary, may participate in the examination. Such food and drug regulatory authority shall conduct the examination according to relevant requirements within 30 working days.国家食品药品监督管理总局技术审评机构在对进口第二类、第三类医疗器械技术审评时，认为有必要进行质量管理体系核查的，通知国家食品药品监督管理总局质量管理体系检查技术机构根据相关要求开展核查，必要时技术审评机构参与核查。

If the technical review department of CFDA deems it necessary to conduct quality management system examination when conducting technical review for import Class II and Class III medical devices, it may notify the quality management system examination department of CFDA to carry out the examination, and if necessary, the technical review department of CFDA may participate in the examination.
质量管理体系核查的时间不计算在审评时限内。The time for quality management system examination shall not be calculated in the overall review timeline.

第三十五条
技术审评过程中需要申请人补正资料的，技术审评机构应当一次告知需要补正的全部内容。申请人应当在1年内按照补正通知的要求一次提供补充资料；技术审评机构应当自收到补充资料之日起60个工作日内完成技术审评。申请人补充资料的时间不计算在审评时限内。

Article 35
If supplementary documents are required during the technical review, the applicant shall be informed once of all the supplements and amendments to be made by the technical review department. The applicant shall submit all necessary supplement documents once within one year according to the requirements in the notice of the supplements or corrections; the technical review department shall complete the technical review within 60 working days since the date of receiving the supplementary documents. The time required by the applicant for supplementing and correcting such documents shall not be calculated in the overall review timeline.
申请人对补正资料通知内容有异议的，可向相应的技术审评机构提出书面意见，说明理由并提供相应的技术支持资料。

If the applicant has any objection to the content of the notice of the supplements or corrections, the applicant may put forth its written opinions to the corresponding technical review department, indicating the reason of objection and providing technical supporting materials.
申请人逾期未提交补充资料的，由技术审评机构终止技术审评，提出不予注册的建议，由食品药品监督管理部门核准后作出不予注册的决定。

The technical review department shall terminate the technical review and come up with disapproval suggestion the food and drug regulatory authority once the applicant fails to supplement or correct the documents within the specified timeline, and the decision for not approving shall be made upon approval by the food and drug regulatory authority.
第三十六条
受理注册申请的食品药品监督管理部门应当在技术审评结束后20个工作日内作出决定。对符合安全、有效要求的，准予注册，自作出审批决定之日起10个工作日内发给医疗器械注册证。经过核准的产品技术要求以附件形式发给申请人。对不予注册的，应当书面说明理由，并同时告知申请人享有复审和依法申请行政复议或者提起行政诉讼的权利。

Article 36
The food and drug regulatory authority accepting the registration application shall make decisions within 20 workdays after technical review. Where requirements concerning safety and effectiveness are met, the registration application shall be approved, and the Registration Certificate for Medical Device shall be granted within 10 workdays from the date of approval. For those not approved, the authority shall state the reasons in written and inform the applicant that they have right to re-evaluate or apply for administrative reconsideration or bring up to administrative litigation in accordance with laws and regulations 
医疗器械注册证有效期为5年。

The validity term of the Registration Certificate for Medical Device is five years.

第三十七条
医疗器械注册事项包括许可事项和登记事项。许可事项包括产品名称、型号、规格、结构及组成、适用范围、产品技术要求、、进口医疗器械的生产地址等；登记事项包括注册人名称和住所、代理人名称和住所、境内医疗器械的生产地址等。

Article 37
Matters related to medical device registration include approval matters and administrative matters. The approval matters include product name model, specification, structure and components, scope of application, product technical requirement, manufacture site of import medical devices etc.; the administrative matters include the applicant’s name and address, the name and domicile of the agent, manufacturing site of domestic medical devices etc.
第三十八条
对用于治疗罕见疾病以及应对突发公共卫生事件急需的医疗器械，食品药品监督管理部门可以在批准该医疗器械注册时要求申请人在产品上市后进一步完成相关工作，并将要求载明于医疗器械注册证中。

Article 38
For medical device required for the treatment of rare disease and dealing with unexpected public health events, the food and drug regulatory authority shall require applicant to further complete relevant work specified in the Registration Certificate for Medical Device after the product launch.

第三十九条
对于已受理的注册申请，有下列情形之一的，食品药品监督管理部门作出不予注册的决定，并告知申请人：

Article39
If the accepted registration application has one of the following circumstances, the food and drug regulatory authority shall decide to reject the application and notify the applicant:

（一）
申请人对拟上市销售医疗器械的安全性、有效性进行的研究及其结果无法证明产品安全性、有效性的；
The research and its result conducted by the applicant cannot approve the safety and effectiveness of medical device to be sold;

（二）
注册申报资料虚假的；
The registration application documents have spurious contents;

（三）
注册申报资料内容混乱、矛盾的；
The registration application documents have confused or inconsistent contents;

（四）
注册申报资料的内容与申报项目明显不符的；
The registration application documents have clearly inconsistent contents with those of application items; 

（五）
不予注册的其他情形。
Other circumstances under which the registration application shall not be approved.

第四十条
对于已受理的注册申请，申请人可以在行政许可决定作出前，向受理该申请的食品药品监督管理部门申请撤回注册申请及相关资料，并说明理由。

Article 40
For the accepted registration application, the applicant may, prior to the administrative decision is made, withdraw the registration application and give reason to the food and drug regulatory authority who accepts the application.

第四十一条
对于已受理的注册申请，有证据表明注册申报资料可能虚假的，食品药品监督管理部门可以中止审批。经核实后，根据核实结论继续审查或者作出不予注册的决定。

Article 41
For the accepted registration application, if there are evidences providing that the registration application documents have forged or spurious contents, the food and drug regulatory authority shall suspend the review. After verification, the food and drug regulatory authority shall determine to continue review or to reject the registration application in accordance with the verification conclusion.

第四十二条
申请人对食品药品监督管理部门作出的不予注册决定有异议的，可以自收到不予注册决定通知之日起20个工作日内，向作出审批决定的食品药品监督管理部门提出复审申请。

Article 42
If the applicant has any objection to the decision of disapproval by the food and drug regulatory authority, the applicant may put forth re-evaluation application to the food and drug regulatory authority that makes the decision within 20 workdays after the receipt of the notice of disapproval for registration application.

复审申请的内容仅限于原申请事项和原申报资料。

The contents applied for re-evaluation shall be limited to original application and original application documents.

第四十三条
食品药品监督管理部门应当自受理复审申请之日起30个工作日内作出复审决定，并书面通知申请人。维持原决定的，食品药品监督管理部门不再受理申请人再次提出的复审申请。

Article 43
The food and drug regulatory authority shall make the re-evaluation decision within 30 workdays after accepting the application for re-evaluation and inform the applicant the conclusion. In case the original judgment is affirmed, the food and drug regulatory authority will not accept the secondary application for re-evaluation by the applicant.

第四十四条
申请人对食品药品监督管理部门作出的不予注册的决定有异议，且已申请行政复议或者提起行政诉讼的，食品药品监督管理部门不受理其复审申请。

Article 44
If the applicant has any objection to the decision of approval by the food and drug regulatory authority and has applied for administrative reconsideration or administrative litigation, the food and drug regulatory authority will not accept the re-evaluation application raised by the applicant. 
第四十五条
医疗器械注册证遗失的，注册人应当立即在原发证机关指定的媒体上登载遗失声明.自登载遗失声明之日起满1个月后，向原发证机关申请补发，原发证机关在20个工作日内予以补发。

Article 45
In case of loss of the Registration Certificate for Medical Device, the applicant of medical device shall publish loss declaration at the media specified by original certificate-issuing authority, and apply to original certificate-issuing authority for re-issuing such certificate after 1 month of declaration. Original certificate-issuing authority shall re-grant the Registration Certificate for Medical Device within 20 workdays.
第四十六条
医疗器械注册申请直接涉及申请人与他人之间重大利益关系的，食品药品监督管理部门应当告知申请人、利害关系人可以依照法律、法规以及国家食品药品监督管理总局的其他规定享有申请听证的权利；在对医疗器械注册申请进行审查时，食品药品监督管理部门认为涉及公共利益的重大许可事项，应当向社会公告，并举行听证。

Article 46
Where major interest relationship between the applicant and others is directly involved in the application for medical device registration, the food and drug regulatory authority shall inform the applicant and interested party of right to apply for hearing in accordance with laws, regulations and other provisions of CFDA; during the process of reviewing the application for medical device registration, the food and drug regulatory authority shall publicize major approval matters that are deemed to have been involved in public interests and hold a hearing 
第四十七条
对新研制的尚未列入分类目录的医疗器械，申请人可以直接申请第三类医疗器械产品注册，也可以依据分类规则判断产品类别并向国家食品药品监督管理总局申请类别确认后，申请产品注册或者进行产品备案。

Article 47
For medical devices newly researched and developed that not listed in the classification catalogue, the applicant can directly apply for Class III medical device registration or determine the device classification according to the classification principles and apply for classification confirmation to CFDA so as to apply for product registration or conduct filing for the product.
直接申请第三类医疗器械注册的，国家食品药品监督管理总局按照风险程度确定类别。境内医疗器械确定为第二类的，国家食品药品监督管理总局将申报资料转申请人所在地省、自治区、直辖市食品药品监督管理部门审评审批；境内医疗器械确定为第一类的，国家食品药品监督管理总局将申报资料转申请人所在地设区的市级食品药品监督管理部门备案。

For those directly applying for Class III medical device registration, CFDA shall determine the classification based on its risk level If the Class II medical device is determined, CFDA shall forward the application documents to the food and drug regulatory authority of the provinces, autonomous regions, municipalities directly under the central government where the applicant is located for reviewing; if the Class I medical device is determined, CFDA shall forward the application documents to the food and drug regulatory authority of the municipalities consisting of districts where the applicant is located for filling applicaiton. 
第四十八条
注册申请审查过程中及批准后发生专利权纠纷的，应当按照有关法律、法规的规定处理。

Article 48
The patent disputes arising during the registration review shall be dealt according to relevant laws and regulations.
第六章  注册变更

Chapter VI Change Registration

第四十九条
已注册的第二类、第三类医疗器械，医疗器械注册证及其附件载明的内容发生变化，注册人应当向原注册部门申请注册变更，并按照相关要求提交申报资料。

Article 49
For registered Class II or Class III medical device, to change the content in their Registration Certificate for Medical Device and its appendixes, the registration applicant shall apply to the original registration authority for change registration and submit the application documents according to the appropriate requirements.

产品名称、型号、规格、结构及组成、适用范围、产品技术要求、进口医疗器械生产地址等发生变化的，注册人应当向原注册部门申请许可事项变更。

注册人名称和住所、代理人名称和住所发生变化的，注册人应当向原注册部门申请登记事项变更；境内医疗器械生产地址变更的，注册人应当在相应的生产许可变更后办理注册登记事项变更。
For changing the product name, model, specification, structure and components, scope of application, product technical requirement, manufacturing site of import medical deviceds etc., the registration applicant shall apply to original registration department for Change of Approval Matters.

For changing the name, domicile of the registration applicant, the name and domicile of the agent, the registration applicant shall apply to original registration department for Change of Administrative Matters; For changing the manufacturing site of domestic medical devices, the registration applicant shall apply for Change of Administrative Matters after change of manufacturing administrative
第五十条
登记事项变更资料符合要求的，食品药品监督管理部门应在10个工作日内发给医疗器械注册变更文件。登记事项变更资料不齐全或者不符合形式审查要求的，食品药品监督管理部门应当一次告知需要补正的全部内容。
Article50
The food and drug regulatory authority shall accept the Change of Administrative Matters if the application documents conform to the requirements, and a Permission of Change to the Registration of Medical Device shall be granted within 10 working days. The food and drug regulatory authority shall inform the applicants all the documents need to be supplemented and corrected when the application documents are not complete or not meet the requirements through the administrative review.
第五十一条
对于许可事项变更，技术审评机构应当重点针对变化部分进行审评，对变化后产品是否安全、有效作出评价。

Article 51
For the Change of Approval Matters, technical review department shall focus on reviewing the changed parts and evaluate the product safety and effectiveness after the change.

受理许可事项变更申请的食品药品监督管理部门应当参照本办法第五章规定的时限组织技术审评。

The food and drug regulatory authority accepting the application for Change of Approval Matters shall organize technical review within the period specified in                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                         of the Provisions.

第五十二条
医疗器械注册变更文件与原医疗器械注册证合并使用，其有效期与该注册证相同。取得注册变更文件后，注册人应当根据变更内容自行修改产品技术要求、说明书和标签。

Article 52
The Permission of Change to the Registration of Medical Device shall be used in conjunction with the original Registration Certificate for Medical Device and its validity period shall be the same with that of the original registration certificate. The registration applicant shall voluntarily modify technical requirements, the instruction for use and labels once get The Permission of Change to the Registration of Medical Device. 

第五十三条
许可事项变更申请的受理与审批程序，本章未作规定的，适用于本办法第五章的相关规定。

Article 53
Where provisions concerning acceptance and approval procedures of the Change of Approval Matters application are not available in this chapter, Chapter V of the Provisions shall prevail.

第七章  延续注册

Chapter VII Registration Extension

第五十四条
医疗器械注册证有效期届满需要延续注册的，注册人应当在医疗器械注册证有效期届满6个月前，向食品药品监督管理部门申请延续注册，并按照相关要求提交申报资料。

Article54
Where it is required to extend validity period of the Registration Certificate for Medical Device granted by food and drug regulatory authority, the registration applicant shall apply extension to corresponding food and drug regulatory authority, six months before the expiration date and submit application documents according to corresponding requirements 
除有本办法第五十五条规定情形外，接到延续注册申请的食品药品监督管理部门应当在医疗器械注册证有效期届满前作出准予延续的决定。逾期未作决定的，视为准予延续。

Except for the situation specified in Article 57, the food and drug regulatory authority accepting the application for registration extension shall make decision for the extension before the expiry date of the medical device. If the decision is not made within specified time, it is considered the extension is approved.

第五十五条
有下列情形之一的，不予延续注册：

Article 57
The registration extension shall not be approved in any of the following circumstances:

（一）
注册人未在规定期限内提出延续注册申请的；
The registration applicant fails to submit the application for registration extension within the specified period; 

（二）
医疗器械强制性标准已经修订，该医疗器械不能达到新要求的；
Mandatory standards of medical device have been revised, and the medical device fails to meet requirement of the new standards; 

（三）
对用于治疗罕见疾病以及应对突发公共卫生事件急需的医疗器械，批准注册部门在批准上市时提出要求，注册人未在规定期限内完成医疗器械注册证载明事项的。
For medical device required for the treatment of rare disease and dealing with unexpected public health emergencies, the registration applicant fails to complete matters stated in Registration Certificate for Medical Device within specified time when registration department approving such registration and put forward this requirement. 
第五十六条
医疗器械延续注册申请的受理与审批程序，本章没有规定的，适用于本办法第五章的相关规定。

Article 56
Where provisions concerning acceptance and approval procedures of application for registration extension of medical device are not outlined in this Chapter, Chapter V hereof shall prevail.

第八章  产品备案

Chapter IX Product Filing

第五十七条
第一类医疗器械生产前，应当办理产品备案。

Article 57
Filing for Class I medical devices shall be conducted prior to manufacturing.
第五十八条
办理医疗器械备案，备案人应当按照《医疗器械监督管理条例》第九条的规定提交备案资料。

Article 58 
For medical device filing, the filing applicant shall submit the filing documents in accordance with corresponding requirements of Regulations for the Supervision and Administration of Medical Devices. 
备案资料符合要求的，食品药品监督管理部门应当当场备案。备案资料不齐全或者不符合规定形式的，应当一次告知需要补正的全部内容，由备案人补正后予以备案。

The food and drug regulatory authority shall file a record on-site when the filing material meets the requirements. The applicant shall be informed of all the supplements and amendments to be made once and for all when the filing documents are not complete or cannot meet the filing requirements. 
对备案的医疗器械，食品药品监督管理部门应当按照相关要求的格式制作备案凭证，并将备案信息表中登载的信息在其网站上予以公布。

For filed medical device, the food and drug regulatory authority shall make the filing certificate according to the format in relevant requirements and publish the information from the Filing Information Form for Medical Device on their website.

第五十九条
已备案的医疗器械，备案信息表中登载内容及备案的产品技术要求发生变化，备案人应当提交变化情况的说明及相关证明文件，向原备案部门提出变更备案信息。备案资料符合形式要求的，食品药品监督管理部门应当将变更情况登载于变更信息中，将备案资料存档。

Article 59
For filed medical device, when the contents set forth in the Filing Information Form for Medical Device changed, the filing applicant shall submit a description of the changes and related supporting documents to the original filing department and apply for change of filing. Where filing documents meet the formal requirements, the food and drug regulatory authority shall describe the changes and file a record.
第六十条
已备案的医疗器械管理类别调整的，备案人应当主动向相应的食品药品监督管理部门提出取消原备案；管理类别调整为第二类或者第三类医疗器械的，按照本办法相应规定申请注册。

Article 60
In case of any adjustment to the administration classification of filed medical devices, the filing applicant shall apply to the food and drug regulatory authority for cancellation of the original filing; if the administration classification is adjusted to Class II or Class III medical devices, the filing applicant shall apply for registration in accordance with the relevant regulations of the Provisions.
第九章  监督管理

Chapter IX Supervision and Administration
第六十一条
国家食品药品监督管理总局负责全国医疗器械注册与备案的监督管理工作，对地方食品药品监督管理部门医疗器械注册与备案工作进行监督和指导。

Article 61
CFDA is responsible for the supervision of registration and filing of medical devices in territory of China, and shall supervise and guide the registration and filing of medical devices by local food and drug regulatory authority.
第六十二条
省、自治区、直辖市食品药品监督管理部门负责本行政区域内医疗器械注册与备案的监督管理工作，组织开展监督检查，并将有关情况及时报送国家食品药品监督管理总局。

Article 62
The food and drug regulatory authority of the provinces, autonomous regions and municipalities directly under the central government shall be responsible for supervision and administration of registration and filing of medical device within their administration area, and organize supervision and inspection and report relevant conditions to CFDA.

第六十三条
省、自治区、直辖市食品药品监督管理部门按照属地管理原则，对进口医疗器械注册代理人注册与备案相关工作实施日常监督管理。

Article 63
The food and drug regulatory authority of the provinces, autonomous regions and municipalities directly under the central government shall perform daily supervision and administration over the registration and filling-related work done by registration agencies for import medical devices in accordance with the local administration principles.
第六十四条
设区的市级食品药品监督管理部门应当定期对备案工作开展监督检查，并及时向省、自治区、直辖市食品药品监督管理部门报送相关信息。

Article 64
The food and drug regulatory authority of the municipalities consisting of districts shall perform regular supervision and examination over the filing of medical devices and timely report relevant information to the food and drug regulatory authority of the provinces, autonomous regions and municipalities directly under the central government.

第六十五条　已注册的医疗器械有法律、法规规定应当注销的情形，或者注册证有效期未满但注册人主动提出注销的，食品药品监督管理部门应当依法注销，并向社会公布。

Article 65
Under any of the circumstances in which the cancellation of registered medical devices is required by laws and regulations, or the registration applicant applies for the cancellation of the Registration Certificate prior to the expiration thereof, the food and drug regulatory authority shall cancel the Registration Certificate according to law and make a public announcement to the society.

第六十六条　已注册的医疗器械，其管理类别由高类别调整为低类别的，在有效期内的医疗器械注册证继续有效。如需延续的，注册人应当在医疗器械注册证有效期届满6个月前，按照改变后的类别向食品药品监督管理部门申请延续注册或者办理备案。

Article 66
If registered medical devices are adjusted to lower class, the Registration Certificate within the period of validity shall remain valid. If extension for registration certificate is needed, the applicant shall apply for registration extension or conduct filing based on changed classification to corresponding food and drug regulatory authority six months prior to the expiration of validity period of the registration certificate. 

医疗器械管理类别由低类别调整为高类别的，注册人应当依照本办法第五章的规定，按照改变后的类别向食品药品监督管理部门申请注册。国家食品药品监督管理总局在管理类别调整通知中应当对完成调整的时限作出规定。
If registered medical devices are adjusted to higher class, the registration applicant shall apply for registration based on changed classification to corresponding food and drug regulatory authority in accordance with the provisions in Chapter V hereof. CFDA shall provide for the issues concerning the valid period of the original Registration Certificate in the administration classification adjustment notice.

第六十七条
省、自治区、直辖市食品药品监督管理部门违反本办法规定实施医疗器械注册的，由国家食品药品监督管理总局责令限期改正：逾期不改正的，国家食品药品监督管理总局可以直接公告撤销该医疗器械注册证。

Article 67
In case that the food and drug regulatory authority of the provinces, autonomous regions and municipalities directly under the central government conducts medical device registration by violating the Provisions, CFDA shall order it to make corrections with a deadline; in case it fail to make corrections before the deadline, CFDA can publicize the cancellation of those Registration Certificates for Medical device directly.

第六十八条　食品药品监督管理部门、相关技术机构及其工作人员，对申请人或者备案人提交的试验数据和技术秘密负有保密义务。

Article 68
The food and drug regulatory authority and related technical institutes and their employees shall be liable for keeping in confidence the test data and technical secrets submitted by the applicant or filing applicant.

第十章  法律责任

Chapter X Legal Responsibilities

第六十九条
提供虚假资料或者采取其他欺骗手段取得医疗器械注册证的，按照《医疗器械监督管理条例》第六十四条第一款的规定予以处罚。

Article69
In case that the Registration Certificate for Medical Device, is obtained by providing spurious documents or by other deception means, punishment shall be made according to the Clause 1, Article 64 of the Regulations for the Supervision and Administration of Medical Devices.

备案时提供虚假资料的，按照《医疗器械监督管理条例》第六十五条第二款的规定予以处罚。

In case that filling is made by providing spurious documents or by other deception means, punishment shall be made according to the Clause 2, Article 65 of the Regulations for the Supervision and Administration of Medical Devices.

第七十条
伪造、变造、买卖、出租、出借医疗器械注册证的，按照《医疗器械监督管理条例》第六十四条第二款的规定予以处罚。

Article 70
In case of falsifying, altering, buying or selling, leasing, and lending relevant the Registration Certificate for Medical Device, punishment shall be made according to Clause 2, Article 64 of the Regulations for the Supervision and Administration of Medical Devices.

第七十一条　违反本办法规定，未依法办理第一类医疗器械变更备案或者第二类、第三类医疗器械注册登记事项变更的，按照《医疗器械监督管理条例》有关未备案的情形予以处罚。

Article 71 For those violate the Provisions and sell and use the Class I medical device failed filing or sell and use the Class II or Class III medical device failed to register Change of Approval Matters, punishment shall be made according to the Regulations for the Supervision and Administration of Medical Devices.第七十二条
违反本办法规定，未依法办理医疗器械注册证许可事项变更的，按照《医疗器械监督管理条例》关于未取得医疗器械注册证的处罚规定予以处罚。

Article 72
For those violate the Provisions and sell and use the Class II or Class III medical device failed to register Change of Approval Matters according to the Provisions, punishment shall be made according to the Provisions related to those failing to get the Registration Certificate for Medical Device of the Regulations for the Supervision and Administration of Medical Devices.

第七十三条
申请人未按照《医疗器械监督管理条例》和本办法规定开展临床试验的，由县级以上食品药品监督管理部门责令改正，可以处3万元以下罚款；情节严重的，应当立即停止临床试验，已获得临床试验批准文件的，予以注销。

Article 73
If the applicant fails to perform a clinical trial in accordance with the Regulations for the Supervision and Administration of Medical Devices and the Provisions, the food and drug regulatory authority of above county level shall order the applicant to make rectifications and impose a penalty of less than RMB 30,000; in case of severe conditions, the Applicant shall immediately stop the clinical trial and the received clinical trial approval document shall be cancelled.
第十一章  附则

Chapter 11 Supplementary Provisions
第七十四条
医疗器械注册或者备案单元原则上以产品的技术原理、结构组成、性能指标和适用范围为划分依据。

Article 74
The medical device registration or filing units shall in principle be classified based on the technical principles, structural composition, performance indicators and scope of application of the products.
第七十五条
医疗器械注册证中“结构及组成”栏内所载明的组合部件，以更换耗材、售后服务、维修等为目的，用于原注册产品的，可以单独销售。

Article 75
The combining components listed in the column “Structure and Components” of the Registration Certificate for Medical Device are for the purpose of replacing consumable documents, after-sales service, maintenance, etc. which used in the original registered product, can be sold individually.

第七十六条
医疗器械注册证内容由国家食品药品监督管理总局统一制定。

Article 76
The Registration Certificate for Medical Device shall be made by CFDA.注册号的编排方式为：

The registration numbers shall be arranged in the following form:

X1械注X2XXXX3X4XX5XXXX6。其中：

×1 XZ X2XXXX3X4XX5XXXX6. Among which:

X1为注册审批部门所在地的简称：

×1 shall be the abbreviation of the place where the registration authority is located:

境内第三类医疗器械、进口第二类、第三类医疗器械为“国”字；

×1 shall be the abbreviation of the place where the registration authority is located:

境内第二类医疗器械为注册审批部门所在的省、自治区、直辖市简称；

The abbreviation of the province, autonomous region or municipality where the registration authority is located shall be adopted for Class II medical devices;

X2为注册形式：

×2 shall indicate the form of registration:

“准”字适用于境内医疗器械；

“N” is applicable to domestic medical devices;

“进”字适用于进口医疗器械；

“I” is applicable to import medical devices;

“许”字适用于香港、澳门、台湾地区的医疗器械；

“许” is applicable to medical devices from Hong Kong, Macao and Taiwan;

XXXX3为首次注册年份；

××××3 shall indicate the year of initial registration;

X4为产品管理类别；

×4 shall indicate the classification;

XX5为产品分类编码；

××5 shall indicate the product classification code;

XXXX6为首次注册流水号。

××××6 shall indicate the serial number of initial registration.

延续注册的，XXXX3和XXXX6数字不变。产品管理类别调整的，应当重新编号。

For the registration extension, ××××3 and ××××6 shall remain the same In case of the change of classification, a new registration number shall be granted.

第七十七条
第一类医疗器械备案凭证编的编排方式为：

Article 77
The filing certificate numbers of Class I medical device shall be arranged in the following form:

X1械备XXXX2XXXX3号。

×1 XB XXXX2XXXX3
其中：

Among which:

X1为备案部门所在地的简称：

×1 shall be the abbreviation of the place where the filing authority is located:

进口第一类医疗器械为“国”字；

The letter “G” shall be adopted for import Class I medical device;

境内第一类医疗器械为备案部门所在的省、自治区、直辖市简称加所在设区的市级行政区域的简称（无相应设区的市级行政区域时，仅为省、自治区、直辖市的简称）；

The abbreviation of province, autonomous region or municipality directly under the central government combines the abbreviation of municipality consisting of districts where filing authority is located (if there is no corresponding municipality consisting of districts, use the abbreviation of province, autonomous region or municipality directly under the central government only) shall be adopted for domestic Class I medical device;

XXXX2为备案年份；

××××2 shall indicate the year of filing:

XXXX3为备案流水号。

××××3 shall indicate the serial number of filing.
第七十八条
按医疗器械管理的体外诊断试剂的注册与备案适用《体外诊断试剂注册管理办法》。

Article 78
The registration and filling of in-vitro diagnosis reagents supervised as medical devices will apply to Provisions for in-vitro diagnosis reagents Registration.
第七十九条
医疗器械应急审批程序和创新医疗器械特别审批程序由国家食品药品监督管理总局另行制定。

Article 79
The emergency approval procedure for medical devices and the special approval procedure for innovative medical devices shall be separately formulated by CFDA.

第八十条
根据工作需要，国家食品药品监督管理总局可以委托省、自治区、直辖市食品药品监督管理部门或者技术机构、相关社会组织承担医疗器械注册有关的具体工作。

Article 840
Due to work needs, CFDA may authorize the food and drug regulatory authority or technical organizations of provinces, autonomous regions and municipalities directly under the central government and relevant social organizations to conduct the specific work related to the registration of medical devices.

第八十一条
本办法自2014年10月1日起施行。2004年8月9日公布的《医疗器械注册管理办法》（原国家食品药品监督管理局令第16号）同时废止。

Article 81
The Provisions shall come into force from 2014/10/01 The Provisions for Medical Device Registration (No.16) promulgated by the former SFDA on August 9, 2004 shall be abolished at the same time.
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