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Dossierinnehåll vid återkommande utvärdering av FSTD
Dossier contents at a recurrent FSTD-evaluation
Kontaktperson/Contact person
Kvalifikationsnivå/Qualification level
Full Flight Simulator (FFS)
Flight Training Device (FTD)
Flight Navigation Procedure Trainer (FNPT)
FSTD Data
Bifogad dokumentation/Attached documentation
Placera muspekaren över kryssrutan för ytterligare information. De inskickade dokumenten skall namnges på samma sätt som namnen på kryssrutorna (t.ex dokumentet för anmärkningsstatus skall namnges Anmärkningsstatus)
Place the mouse cursor over the check box for additional information. The supporting documents shall be named as the name of each respective checkbox (for example, the supporting documents for the deviation status shall be namded Deviation status).
Nedanstående dokumentation skall skickas till luftfart@transportstyrelsen.se senast 2 veckor innan överrenskommet datum för genomförande av utvärderingen.
The below listed documentation shall be sent to luftfart@transportstyrelsen.se no later than 2 weeks before the agreed date when the evaluation shall be performed.
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Korsreferenslista Compliance Monitoring System 
Compliance Monitoring System cross referens list 
Överensstämmelse/Compliance
- När organisationen har implementerat och dokumenterat berörd förordning så anses man ha överensstämmelse mot gällande krav./To be considered compliant the organization shall have documented and implemented the regulation.
- En regel anses vara dokumenterad när organisationen beskriver hur regeln omhändertas i ett kontrollerat dokument (t.ex i en manual)./ A rule is documented when the organization describes how it complies with it in a controlled document (e.g manual). 
- En regel anses vara implementerad när organisationen bedriver sin verksamhet enligt den dokumenterade regeln. A rule is implemented when the organization performs operationally according to the regulation.
Regel            Regulation
Commission Regulations (Implementing rules)Regulation (EU) Date2016/539 07/04/20162015/445 17/03/2015245/2014 13/03/201470/2014 27/01/2014290/2012 30/03/20121178/2011 03/11/2011
Compliance
Om regeln är både dokumenterad och implementerad så väljer ni Ja i listan. Om regeln inte är dokumenterad och implementerad så väljer ni Nej i listan. Om regeln inte är applicerbar så väljer ni N/A i listan./Select Yes in the drop down list if the rule is both documented and implemented. Select No in the drop down list if the rule is not documented and implemented. Select N/A if not applicable to the organisations scope of operation.
Manual referens     Manual reference
Fyll i manualreferens där regeln är dokumenterad/Write the reference to where the rule is documented. 
Bevis                                                                              Evidence
Beskriv var man återfinner bevis för att regeln är implementerad (utbildningsdokumentation, mötesagenda, etc). Observera att vissa regler kan sakna bevis för att dom är implementerade. Vid dessa tillfällen lämnar ni rutan tom./ Describe where to find evidence that it is implemented (training records, meeting agenda etc). Note that for certain rules there might be no evidence available even if the rule is implemented, then leave the box empty.
Del av CMS                                    Part of CMS
Genomför det oberoende compliance monitoring systemet en årlig granskning av paragrafen?/Is the paragraph subjected to an independent audit performed by the compliance monitoring system?
Kommentar                                          Note
Välj ett nummer i listan för att indikera att ni har en kommentar som är kopplat till den specifika regelparagrafen. Skriv sedan numret med tillhörande kommentar i fältet Övrig information längst ner i det här formuläret. Om ni inte har någon kommentar så lämnar ni rutan tom./Select a number from the drop down list in order to indicate that you have additional information connected to the specific regulation paragraf. Write the selected number with the additional information in the field at the bottom of this form. Leave this field empty if no additional information is required. 
ORA.FSTD.100(a)
(a) The applicant for an FSTD qualification certificate shall demonstrate to the competent authoritythat it has established a management system in accordance with ORA.GEN Section II. Thisdemonstration shall ensure that the applicant has, directly or through contract, the capability tomaintain the performance, functions and other characteristics specified for the FSTD’s qualificationlevel and to control the installation of the FSTD.
ORA.FSTD.100(b)
(b) If the applicant is the holder of a qualification certificate issued in accordance with this Part, theFSTD specifications shall be detailed:(1) in the terms of the ATO certificate; or(2) in the case of an AOC holder, in the training manual.
ORA.FSTD.105(a)
(a) In order to maintain the qualification of the FSTD, an FSTD qualification certificate holder shallrun the complete set of tests contained within the master qualification test guide (MQTG) andfunctions and subjective tests progressively over a 12-month period.
ORA.FSTD.105(b)
(b) The results shall be dated, marked as analysed and evaluated, and retained in accordance withORA.FSTD.240, in order to demonstrate that the FSTD standards are being maintained.
ORA.FSTD.105(c)
(c) A configuration control system shall be established to ensure the continued integrity of thehardware and software of the qualified FSTD.
ORA.FSTD.110(a)
(a) The holder of an FSTD qualification certificate shall establish and maintain a system to identify,assess and incorporate any important modifications into the FSTDs it operates, especially:(1) any aircraft modifications that are essential for training, testing and checking, whether ornot enforced by an airworthiness directive; and(2) any modification of an FSTD, including motion and visual systems, when essential fortraining, testing and checking, as in the case of data revisions.
ORA.FSTD.110(b)
(b) Modifications of the FSTD hardware and software that affect handling, performance and systemsoperation or any major modifications of the motion or visual system shall be evaluated to determinethe impact on the original qualification criteria. The organisation shall prepare amendments for anyaffected validation tests. The organisation shall test the FSTD to the new criteria.
ORA.FSTD.110(c)
(c) The organisation shall inform the competent authority in advance of any major changes todetermine if the tests carried out are satisfactory. The competent authority shall determine if aspecial evaluation of the FSTD is necessary prior to returning it to training following the modification.
ORA.FSTD.115(a)
(a) The holder of an FSTD qualification certificate shall ensure that:(1) the FSTD is housed in a suitable environment that supports safe and reliable operation;(2) all FSTD occupants and maintenance personnel are briefed on FSTD safety to ensure thatthey are aware of all safety equipment and procedures in the FSTD in case of an emergency;and(3) the FSTD and its installations comply with the local regulations for health and safety.
ORA.FSTD.115(b)
(b) The FSTD safety features, such as emergency stops and emergency lighting, shall be checked atleast annually and recorded.
ORA.FSTD.120
Where additional equipment has been added to the FSTD, even though not required for qualification, it shallbe assessed by the competent authority to ensure that it does not adversely affect the quality of training.
ORA.FSTD.200(a)
(a) The application for an FSTD qualification certificate shall be made in a form and mannerestablished by the competent authority:(1) in the case of basic instrument training devices (BITDs), by the BITD manufacturer;(2) in all other cases, by the organisation intending to operate the FSTD.
ORA.FSTD.200(b)
(b) Applicants for an initial qualification shall provide the competent authority with documentationdemonstrating how they will comply with the requirements established in this Regulation. Suchdocumentation shall include the procedure established to ensure compliance with ORA.GEN.130 andORA.FSTD.230.
ORA.FSTD.205(a)
(a) The Agency shall issue, in accordance with Article 19 of Regulation (EC) No 216/2008,Certification Specifications as standard means to show compliance of FSTDs with the EssentialRequirements of Annex III to Regulation (EC) No 216/2008.
ORA.FSTD.205(b)
(b) Such Certification Specifications shall be sufficiently detailed and specific to indicate to applicantsthe conditions under which qualifications will be issued.
ORA.FSTD.210(a)
(a) The qualification basis for the issuance of an FSTD qualification certificate shall consist of:(1) the applicable Certification Specifications established by the Agency that are effective onthe date of the application for the initial qualification;(2) the aircraft validation data defined by the mandatory part of the operational suitabilitydata as approved under Regulation (EU) No 748/2012, if applicable; and(3) any special conditions prescribed by the competent authority if the related CertificationSpecifications do not contain adequate or appropriate standards for the FSTD because theFSTD has novel or different features to those upon which the applicable CertificationSpecifications are based.
ORA.FSTD.210(b)
(b) The qualification basis shall be applicable for future recurrent qualifications of the FSTD, unless itis re-categorised.
Placera muspekaren över tabellens rubriker (samt respektive regel) för ytterligare information/Place the mouse cursor over the table headlines (and the individual regulation paragraph) for additional information. 
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Regel            Regulation
Compliance
Om regeln är både dokumenterad och implementerad så väljer ni Ja i listan. Om regeln inte är dokumenterad och implementerad så väljer ni Nej i listan. Om regeln inte är applicerbar så väljer ni N/A i listan./Select Yes in the drop down list if the rule is both documented and implemented. Select No in the drop down list if the rule is not documented and implemented. Select N/A if not applicable to the organisations scope of operation.
Manual referens     Manual reference
Fyll i manualreferens där regeln är dokumenterad/Write the reference to where the rule is documented. 
Bevis                                                                              Evidence
Beskriv var man återfinner bevis för att regeln är implementerad (utbildningsdokumentation, mötesagenda, etc). Observera att vissa regler kan sakna bevis för att dom är implementerade. Vid dessa tillfällen lämnar ni rutan tom./ Describe where to find evidence that it is implemented (training records, meeting agenda etc). Note that for certain rules there might be no evidence available even if the rule is implemented, then leave the box empty.
Del av CMS                                    Part of CMS
Genomför det oberoende compliance monitoring systemet en årlig granskning av paragrafen?/Is the paragraph subjected to an independent audit performed by the compliance monitoring system?
Kommentar                                          Note
Välj ett nummer i listan för att indikera att ni har en kommentar som är kopplat till den specifika regelparagrafen. Skriv sedan numret med tillhörande kommentar i fältet Övrig information längst ner i det här formuläret. Om ni inte har någon kommentar så lämnar ni rutan tom./Select a number from the drop down list in order to indicate that you have additional information connected to the specific regulation paragraf. Write the selected number with the additional information in the field at the bottom of this form. Leave this field empty if no additional information is required. 
ORA.FSTD.225(a)
(a) The full flight simulator (FFS), flight training device (FTD) or flight and navigation procedurestrainer (FNPT) qualification shall remain valid subject to:(1) the FSTD and the operating organisation remaining in compliance with the applicablerequirements;(2) the competent authority being granted access to the organisation as defined inORA.GEN.140 to determine continued compliance with the relevant requirements ofRegulation (EC) No 216/2008 and its Implementing Rules; and(3) the qualification certificate not being surrendered or revoked.
ORA.FSTD.225(b)
(b) The period of 12 months established in ARA.FSTD.120(b)(1) may be extended up to a maximumof 36 months, in the following circumstances:(1) the FSTD has been subject to an initial and at least one recurrent evaluation that hasestablished its compliance with the qualification basis;(2) the FSTD qualification certificate holder has a satisfactory record of successful regulatoryFSTD evaluations during the previous 36 months;(3) the competent authority performs a formal audit of the compliance monitoring systemdefined in ORA.GEN.200(a)(6) of the organisation every 12 months; and(4) an assigned person of the organisation with adequate experience reviews the regularreruns of the qualification test guide (QTG) and conducts the relevant functions andsubjective tests every 12 months and sends a report of the results to the competentauthority.
ORA.FSTD.225(c)
(c) A BITD qualification shall remain valid subject to regular evaluation for compliance with theapplicable qualification basis by the competent authority in accordance with ARA.FSTD.120.
ORA.FSTD.225(d)
(d) Upon surrender or revocation, the FSTD qualification certificate shall be returned to thecompetent authority.
ORA.FSTD.230(a)
(a) The holder of an FSTD qualification certificate shall inform the competent authority of anyproposed changes to the FSTD, such as:(1) major modifications;(2) relocation of the FSTD; and(3) any de-activation of the FSTD.
ORA.FSTD.230(b)
(b) In case of an upgrade of the FSTD qualification level, the organisation shall apply to thecompetent authority for an upgrade evaluation. The organisation shall run all validation tests for therequested qualification level. Results from previous evaluations shall not be used to validate FSTDperformance for the current upgrade.
ORA.FSTD.230(c)
(c) When an FSTD is moved to a new location, the organisation shall inform the competent authoritybefore the planned activity along with a schedule of related events.Prior to returning the FSTD to service at the new location, the organisation shall perform at least onethird of the validation tests, and functions and subjective tests to ensure that the FSTD performance meets its original qualification standard. A copy of the test documentation shall be retained togetherwith the FSTD records for review by the competent authority.The competent authority may perform an evaluation of the FSTD after relocation. The evaluationshall be in accordance with the original qualification basis of the FSTD.
ORA.FSTD.230(d)
(d) If an organisation plans to remove an FSTD from active status for prolonged periods, thecompetent authority shall be notified and suitable controls established for the period during whichthe FSTD is inactive.The organisation shall agree with the competent authority a plan for the de-activation, any storageand reactivation to ensure that the FSTD can be restored to active status at its original qualificationlevel.
ORA.FSTD.235(a)
(a) When there is a change of the organisation operating an FSTD, the new organisation shall informthe competent authority in advance in order to agree upon a plan of transfer of the FSTD.
ORA.FSTD.235(b)
(b) The competent authority may perform an evaluation in accordance with the original qualificationbasis of the FSTD.
ORA.FSTD.235(c)
(c) When the FSTD no longer complies with its initial qualification basis, the organisation shall applyfor a new FSTD qualification certificate.
ORA.FSTD.240(a)
The holder of an FSTD qualification certificate shall keep records of: (a) all documents describing and proving the initial qualification basis and level of the FSTD for theduration of the FSTD’s lifetime; and
ORA.FSTD.240(b)
The holder of an FSTD qualification certificate shall keep records of: (b) any recurrent documents and reports related to each FSTD and to compliance monitoringactivities for a period of at least 5 years.
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Regelverksrevision/Regulation revision 
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Enligt vilken revision av regelverket har ni reviderat organisationens ledningssystem? Aktuell revisionsstatus på regelverket återfinns på EASA's hemsida, eller via följande länk. 
According to what revision status of the regulation have the organisation updated its management system? Current revision status of the regulation can be found at EASA's webbpage or at the following link.
Bild 1 illustrerar ett exempel på revisionsstatus av regelverket (vänligen observera att listan förändras kontinuerligt på EASA's hemsida). I nedanstående fält så skriver ni in den senaste regelverksrevisionen som har implementerat i organisationen.                      Om t.ex Commission Regulation (EU) 2018/1119 är implementerad i ledningssystemet, så fyller ni i det i listan. 
Picture 1 illustrates an example of  the regulation revision status  (please observe that the list is continuously updated on EASA's webb page). In the below listed field you detail the latest regulation revision that the organisation has implemented in the management system. If the latest regulation revision implemented by the organisation is Commission Regulation (EU) 2018/1119, then you detail that in the below listed field.
Bild 2 illustrerar ett exempel på revisionsstatus av Acceptable Means of Compliance (AMC) samt Guidance Material (GM) (vänligen observera att listan förändras kontinuerligt på EASA's hemsida). I nedanstående fält så beskriver ni vilka AMC och GM  som har implementeras i organisationens ledningssystem (t.ex Part-ORA), och revisionsstatusen på dessa implementerade AMC och GM (t.ex Part-ORA - AMC/GM Amendment 5). 
Picture 2 illustrates an example concerning the revision status of the Acceptable Means of Compliance (AMC) and the Guidance Material (GM) (please observe that the list is continuously updated on EASA's webb page). In the below listed field the organisation details the AMC and GM that has been implemented in the management system            (e.g Part-ORA), and the revision status of the implemented AMC and GM (e.g Part-ORA - AMC/GM Amendment 5).
av Commission Regulation (EU) 1178/2011
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