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Production [] Installation

D D Production
(component/sub-assembly) (in-process, other than sterilization)

) Monitoring and Measurement
\:l Production D Production (packaging / labeling) [ ] (verification of purchased product /
(device-drug combination) processes, product)
D Preservation (storage / delivery)
_ Production Monitoring and Measurement
pull - null, null, null, null D (device-biologic combination) D Production (refurbishment) D (Final product release)

Other, specify:

Activities taking place at that address that are not included in the Scope of Certification (NA if none)
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Section 6. Audited Facility Description

NBEFELE

Regulatory Roles played by the Audited Facility, considered in the scope of the audit

UNAVIERE

Europe [T] Manufacturer [] importer [] Distributor

[] system or Procedure Pack

[T] Authorized Representative

Bl ExEtER &L

Other

Activities at the Audited Facility

Audited Facility Address/

[] Purchasing

l:| Production (finished device) [:| Production (sterilization)

/ D Design and Development

null - null, null, null, null

Production

Production D
(in-process, other than sterilization)

EI (component/sub-assembly)

H Production [ ] Production (packaging / labeling)
(device-drug combination)

D Preservation (storage / delivery)
Production

D (device-biologic combination) |:| Production (refurbishment)

Other, specify:

Activities taking place at that address that are not included in the Scope of Certification (NA if none)

[ ] servicing
[] Installation

Monitoring and Measurement
|:| (verification of purchased product /
processes, product)

D Monitoring and Measurement
(Final product release)

THEIN=IZEH
59, &t
FFEDEENHE

OMSTZEHEED

jﬁ%t?‘oto’ﬂ\éy
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Section 11.6 - Prmr—v;e controls

[ ] Not audited

Completed Al asks (check all that apply)

ning of Production and Service Process D 11. Control, Operation, and Monitoring of the
Production and Service Process; Risk Controls
. Selection of Production and Service
Process(es) D 12. Competence of Personnel
D 3. Controls for the Implementation of Selected

Production and Service Process(es)
D 14. Impact Analysis of Monitoring and

|:] 4. Control of Product Cleanliness Measuring Device Found Out of Specifications

D 5. Infrastructure I:‘ 15. Validation of Software Used for the Control

of the Production and Service Process
[] 6. Work Environment

[] 16. "Device Master File"
7. Identification of Processes Subject to

Validation D 17. Production Record; Evidence of
Compliance of Released Devices

ocess Validation
D 18. Traceability Applied to Implantable, Life-
Supporting or Life-Sustaining Medical Devices

D i ement of Product

[] 19. Identification of Product Status
Conformlty

Description of the audited process or activity, and area (physical or organizational)

|:| 13. Control of Monitoring and Measuring Device D Nonconforming Products

| Select all tasks

22. Identification, ControlNgnd Disposition of

D 23. Rework of Nonconformind@Products

D 24. Preservation of the Produ

D 25. Review of Customer Reqjfirements,

[] 26. Installation Activities

QMSEH&H
EFBLGLIVOVESR
5l HEmERELTH

[] 27. servicing Activij

Production and S

Major changes obse

RE S ROEREIR

HOWE

FEEhi-IZEEHhHT .
\ﬁ‘%ﬁﬁéhn\m\o Y

31



Pda FTEIZ

AEHZHITL ~L,T—QMSHH*§*+0)/—\EH1I:&
UMDSAPIREEMNFIARIEETHAN DK
TR AEFIC F'aElL’Clj: PMDA#%TJ’E?’%

nﬂ*_ /fd)—Vf'J'C'd_

MDSAPH&EEXFERALI-OMSHAE
IZRBFAEAEH KR UOFEIZDONTIEL,
BB R TR ETKIE &L,

32



CHEBEHYNESITSTNEL,



	PMDAにおける�MDSAPの本格受入れの実際
	目次
	MDSAPとは
	MDSAPの仕組みとQMS調査への利活用
	スライド番号 5
	MDSAP意見交換会の活動
	MDSAP調査結果の試行的受入れにおける利用申請状況
	目次
	MDSAPの仕組みとQMS調査への利活用
	MDSAPにおける認証機関評価査察の実際
	PMDAが行うQMS適合性調査におけるMDSAP利用申請の手数料新設
	目次
	MDSAP報告書本格受入れに係る調査方針
	MDSAP報告書本格受入れに係る調査方針
	MDSAP報告書本格受入れに係る調査方針
	MDSAP報告書本格受入れに係る調査方針
	MDSAP報告書本格受入れに係る調査方針
	実地/書面判定資料の合理化
	書面調査資料の合理化
	書面調査資料の合理化
	目次
	MDSAP報告書の形式的な確認
	MDSAP報告書の形式的な確認
	MDSAP報告書の形式的な確認
	MDSAP報告書の形式的な確認
	MDSAP報告書の形式的な確認
	MDSAP報告書の形式的な確認
	MDSAP報告書の形式的な確認
	MDSAP報告書の形式的な確認
	MDSAP報告書の形式的な確認
	MDSAP報告書の形式的な確認
	最後に
	スライド番号 33

