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1. OUR TERMS OF SERVICE
At DANEM MDC, we conduct audits of management systems to ensure they comply with international standards, using our independent auditors.
Applications should be submitted using the FR.20 Management System Application Form, which can be downloaded from our website.
2. APPLICATION ACCEPTANCE/REJECTION CRITERIA
 The customer completes the application form in full and sends the official documents specified in the contract to the DANEM MDC. You are obligated to provide accurate information . Any missing or incorrect information may result in the rejection of your application . Your DANEM MDC application may also be rejected if the scope of your application is not within the scope of DANEM MDC accreditation and/or if there is no auditor /technical expert available or a suitable audit team cannot be formed .
3. AUDIT PROCESS 
Information regarding the certification process will be provided by DANEM MDC. Certification application. for You must ensure that your management system fully complies with the relevant standards or criteria and that it is operational . Any changes you make to the implementation of your quality system in areas such as production, infrastructure, personnel, etc., require you to request and complete the FR.21 Change Notification Form from DANEM MDC and notify DANEM MDC within 15 days at the latest.
To ensure the continued validity of your systems , we will conduct surveillance audits at appropriate intervals, not exceeding a 12-month period . This timeframe may vary depending on the audit results or your organizational structure . For any non-conformities identified during audits , you will have 15 days. inside You must create your corrective action plans and close the corrective actions within 3 months .
DANEM MDC will inform you of the schedule and teams for planned audits prior to the audit . You reserve the right to object in writing to the audit date and the audit team.
will have access to your workspaces , processes , services, management system, all records, and personnel during normal business hours. You are required to allow authorized DANEM MDC personnel to participate and to provide a practical demonstration of at least one of your production processes .
The initial certification of conformity assessments is carried out in two stages: Stage 1 and Stage 2.
3.1. Stage 1 Audit
The purpose of this audit is to check whether your company is ready for a Stage 2 audit. This includes assessing whether the necessary systemic and physical infrastructure has been established, whether critical processes have been identified and performance criteria and targets have been created for these processes, whether personnel are ready for detailed evaluation, whether legal requirements are met, whether the company scope is accurate, and whether the effectiveness of internal audits and management reviews has been assessed. Key areas requiring attention for the Stage 2 audit will be determined.

3.2. Stage 2 Audit;
The purpose of this audit is to thoroughly verify whether your company's management system and infrastructure comply with the requirements of the EN ISO 13485 standard and whether the system is being effectively implemented.
All production sites are visited as part of the audits.

3.3. Surveillance Audit
The purpose of this audit is to thoroughly verify whether the management system and infrastructure established by the company continue to comply with the requirements of EN ISO 13485 and whether the company is implementing practices consistent with what it has declared.

3.4. Unannounced Surveillance Audit
The purpose of unannounced audits is to address doubts regarding product safety within the scope of product conformity. Unannounced surveillance audits are conducted on-site at the company's premises at least once every 3 years, without prior notice to the company. Care is taken to ensure that the timing of unannounced surveillance audits cannot be predicted by the company.

If the auditor cannot find any employees at the organization where an unannounced audit is to be conducted, this is recorded in a report. Subsequently, another unannounced audit is scheduled for the same company by the Customer Relations and Audit Planning Officer. If the same situation is encountered a second time, the company's certificate is suspended by a decision of the System Certification Committee.

3.5. Scope Expansion Audit
The purpose of these audits is to assess the company's compliance with the requirements of the EN ISO 13485 standard for the product in question. All affected parts will be audited.



3.6. Change Checks
The purpose of this audit is to assess whether the company's change notification has been effectively reflected in the quality management system and whether the modified quality management system still complies with the requirements of the EN ISO 13485 standard. All areas affected by the change will be audited.
Following its audits, the DANEM MDC will prepare a report and present its findings in three ways:
Major Nonconformity: 
The following situations constitute major non-conformity:
documentation for any clause of the standard or the lack of application examples for any clause ,
Effective process control has been carried out , or the products /services meet the specified characteristics. if there is significant doubt about its suitability
There may be a systematic deficiency. If there are numerous minor dissonances that demonstrate and thus create a major dissonance ,
 Customer the aim of the management system results A significant state of doubt regarding the ability to perform . Major nonconformities may require follow-up audits.
Minor Incompatibility 
Even though each clause of the standard is documented and application examples exist , the intended purpose of the management system is not met . results Any irregularity identified that affects accessibility , such as a lack of a specific application, falls into this category.
Observation 
Even if any clause of the standard is documented and its applications are fully implemented , if the auditor... efficiency and effectiveness of the application based on their sectoral experience The findings identified fall into this category. If not implemented before the next audit, it will be reported as a minor nonconformity.
All regarding the audit apparently It will be agreed that fees and expenses will be paid to the account numbers specified in your contract . Failure to pay may result in the suspension or even withdrawal of documentation .
that you are responsible for the health and safety of the DANEM MDC audit team while they are at your work sites . During the opening meeting or prior to their entry to your site during the site visit, you must inform the audit team about health, safety , and emergency evacuation procedures , as well as any potential health and safety issues they may encounter during their visit. You need to provide a brief explanation of the dangers and ensure that appropriate safety equipment and clothing are provided.
3.7. Recertification Audit
The purpose of this audit is to thoroughly verify whether the management system and infrastructure established by the company continue to comply with the requirements of EN ISO 13485 and whether the company is implementing practices consistent with what it has declared.
No EN ISO 13485:2016 clause can be excluded from these audits.
Prior to the audit, the Client Relations and Audit Planning Officer receives the recertification application (up to 6 months prior to the certificate expiration date) and a new contract phase follows. The recertification decision must be made before the end of the 3-year certification period . Exceeding this period is only possible due to force majeure events . Force majeure events include natural disasters, epidemics, revolutions, wars , general strikes, and economic crises. When force majeure events occur... The maximum time granted to the client is 3 months; if the audit cannot be carried out at the end of the 3-month period, the document will expire.
Recertification audit during the initial certification process It is planned and implemented as is . The purpose of the recertification audit is to assess, as a whole , the suitability , effectiveness , and relevance of the management system to the scope of certification and its applicability. The aim is to confirm that the process is being continued . For this purpose, the recertification audit includes a field audit that will address the following points:
  Internal and external changes​ in the light of , within its own integrity the effectiveness of the management system , the scope of certification, its sustainability , and its applicability .
To improve overall performance the effectiveness and improvement of the management system commitment shown to maintaining​​
  The operation of the documented management system The state of contributing to the achievement of the organization's policies and objectives .
In recertification audits, the Stage 1 audit is not mandatory but is required in the following situations :
  In the management system,
  At the customer's location ,
  Within the scope of how the management system operates (legislative changes , regulatory in the documents ( changes , etc.)
noticeable changes .

For this , the customer the changes in question They need to inform our organization . Additionally, we will request a preliminary assessment from the customer. the following Documents are required:
  The organization's new or revised system documents 
  Signature specimen of the authorized person signing the contracts . 
Copy of the Trade Registry Gazette
Activity Certificate
is issued upon the written report and the recertification decision by the certification committee . The new certificate also specifies the date of the first certificate issuance . The validity period of this new certificate begins from the date the recertification decision was made . It has been 3 years since that day .
4. DOCUMENTS
Conformity assessment documents and certificates issued by DANEM MDC are controlled documents belonging to DANEM MDC , and any changes to the relevant certificate, withdrawal or cancellation of the document must be returned to DANEM MDC . Unless the relevant documents are withdrawn or cancelled , and provided that the sustainability of their conformity with the relevant standard is proven, the published documents will remain in circulation for a specified period. This applies . Documents cannot be automatically transferred if the organization's owner, structure, or address changes . Requests for transfer must be in writing and will be reviewed on a case-by-case basis by our DANEM MDC representative to determine the appropriate course of action . You will be notified of the decision.
4.1. Suspension of the Document
Your license may be suspended if your company fails to fulfill its technical/administrative responsibilities. License suspension is an interim measure before license cancellation. Your license will be suspended if the following conditions occur.
· If the company undergoes significant changes or suspends its operations (at the company's request),
· If serious nonconformities are identified that cast doubt on the functionality of the quality management system,
· If the company fails to cooperate adequately in planning and conducting the audits,
· In all audits, including unannounced site audits, if the company fails to grant conformity assessment personnel the right to visit all its sites, including those of critical suppliers, restricts their access to documents, prevents them from conducting detailed questioning, abandons conformity assessment personnel, fails to provide adequate security measures for conformity assessment personnel, keeps conformity assessment personnel waiting for extended periods, puts conformity assessment personnel under pressure, or threatens conformity assessment personnel,
· If the root cause and corrective action plan for the nonconformities identified as a result of the investigations are not submitted within 10 business days,
· If the company fails to complete its corrective actions within the given timeframe to eliminate the nonconformities identified as a result of the investigations,
· If the company resists adapting its system to changes made to its certification system or DANEM MDC procedures,
· If it is determined that the company has not fully complied with legal requirements,
· If the company engages in behavior that is contrary to the spirit of the management system in a way that undermines the credibility of the certification process,
· If critical changes are not reported to the DANEM MDC ,
· If a company fails to report its vigilance system records, recall decisions, warning incidents, findings from competent authorities, and critical post-sales surveillance findings to the DANEM MDC ,
· In case of discrepancies between the information stated in the technical documentation and the actual application,
· If the company fails to maintain its compliance with the legal requirements that formed the basis for obtaining the certificate,
· In situations that may cast doubt on product safety or pose a potential risk to human health and safety,
· If the company voluntarily requests the suspension of its licenses.

All suspension decisions are made by the System Certification Committee. Suspension decisions made by the committee are communicated to the company in writing. This letter includes information on the date until which the certificates are suspended and when they will be revoked if the necessary actions are not taken.
The suspension period for a document is 3 months. The company may request an extension by submitting a written request stating its reasons. The suspension period can be extended by a maximum of 3 more months. The total suspension period cannot exceed 6 months. Your company will be informed of the evaluation result.
4.2. Document Cancellation
Your company's certificate will be suspended before it is revoked. Depending on the extent of the non-compliance (situations demonstrating that the company knowingly violated the standards and regulations under which it obtained the certificate) and in the circumstances listed below, the certificate may be revoked directly.
· If the company fails to fully meet its financial requirements,
· If the company repeats the errors that led to its suspension,
· If the company fails to make sufficient and effective corrections to its suspended license within the suspension period,
· If the company breaches the terms of the agreement it signed with the DANEM MDC,
· If the company declares that it will not comply with any of the requirements,
· If the company requests the cancellation of its certificate of its own free will,
· In the event of the company's bankruptcy or cessation of operations,
· If the company provides false and misleading information,
· If the company does not use the document for the scope and address specified on it,
· If audits reveal that the company's management system has completely lost its suitability.
Document cancellation is decided by the System Certification Committee. You will be notified of the Committee's decision in writing.
The organization whose license has been revoked is obligated to pay its outstanding debts and costs arising from the revocation, and to cease the use of the license and logo.
5. LOGO, BRAND AND DOCUMENT USAGE
the right to use our logo is granted , logo usage is subject to specified restrictions. This is outside the scope of documented limitations. No rights can be claimed. The use of the logo, trademark, certificate, and other rights must not be misused to imply product certification . Changes in scope. It is possible , but this may require a field audit.
6. PRIVACY AND ACCESS TO INFORMATION
All information and documents relating to you are securely archived by DANEM MDC staff. All information regarding your application and its scope will remain confidential with DANEM MDC. However, once a decision on your application has been made, you can acces. It will be published on [website address]. We also reserve the right to publish any changes to the document's status . Confidential information will not be disclosed without your permission. We will inform you if legal authorities request the disclosure of such information.
our auditors and other employees to protect all information about you, to uphold confidentiality, and to ensure that you do not suffer any harm from their participation in the audit process when they begin working for our company and before they come to audit your company . their relationships We are asking them to declare that this is not the case .
We at DANEM MDC would like to inform you that we are not liable for any loss, damage, or injury caused directly or indirectly by any employee who fails to comply with the confidentiality agreement . Regarding your certification application ... before our employees We will not be held responsible for any confidential information that is known to the public without our fault, or that has been disclosed with your consent.
7. COMPLAINTS AND OBJECTIONS
complaint with the DANEM MDC against any audit findings or decision on grounds of work or negligence . Such Complaints must be submitted to DANEM MDC in writing. The assessments resulting from your appeal will be communicated to you in detail in writing. You can submit your complaint /appeal by downloading the relevant forms from website or by requesting them via email from us.
Complaints about you received from third parties will also be forwarded to you. Complaints about your DANEM MDC management system. DANEM MDC may conduct an investigation at your address. DANEM MDC will not make any decisions regarding financial loss claims .
8. OTHER CONDITIONS
The standard terms and conditions of the service provided may be revised over time. Significant changes will be communicated to you in writing. The standard terms and conditions of the service will be governed by and interpreted in accordance with the laws of Latvia.
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