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VO-Form
GMP/GCP/GVP/Medical Devices Inspections

’ >
swissm 'EdJ C in Switzerland

GMP/GCRP/GVPMedical Devices Inspections in Switzerland

Notification Form
The genergl conditions and instructions of use sef out in the aftachment are an infegral parn of ihis form.

[ New inspection notfication {4 &4 EE
1 Modification of prior inspection notification O/ & =2 A/ 25 +&
O Cancefiation of planned inspacton
AEE MALLf FH2
Inspecting authority: 4450

Country: e A 7YY - Of JRepublic of korea

g e N ANy SEMAO ZO AAOem I REAE AL
..... HEG T2 Y BENMO FP TEFTLY) FY2E K

Contacts: Mr/Ms. Nams Mr.Ms. Name

Phone: FgE HErrS CropT T Ay Phonel

E-Mail: ... E-Mail: ...

Information on the planned inspection: zzrg viro e

Company to be inspected: 43 LAY AAF TFAF By-=2 T F1AF

MName: e Contacts: Mr./Ms. Name
Address: - Phone
E-Mail: ..

_ ; AQA LT MAf PN HZL SRBFEL) AH
Sites to be inspected: ... b0l 2o e is S8 A

= — i

Inspection Dates: dd-mm-yyyy - dd-mm-yyyy  TALATF

Inspection team: =AfS I

Inzpector: Mrohs, Name
Inspector: Mr/Ms. Name
Inspector: Mr/Ms, Name
Inspector: MriMs. Name
S T QF
Additional information required:

Scope: ..... g3 : ‘Confirmation of Medical Device GMP inspection” 2 {3
Product{sW/Type of product{s) to be inspected: ______
Remarks: ... ALAOA 25 1Ay

On behalf of the inspecting authority, the undersigned informs Swissmedic about this inspection

Neame; - IS T TR Date:  dd-mm-yyyy

Eooclon: - [}01 M2 [ NS K 77

E-Mail: Signature:

Odl-tdent: 1-308 AAO2-ADMe V1 0 rya / sog /smid | 04 052018 1/2

Swezsmechc + Haberstrasse 7 - 3012 Bem - www swissmedio.ch » Phome +~31 58482 02 11 » Fax w31 582402 032 12

_59_




<Af2mEH SXZE HE HAD

The MFDS would like to submit the GMP inspection plan for ABC S.A

according to the Art. 64a Swiss Therapeutic Product Act.
The detailed information for the inspection is attached in the notification form

It would be appreciated if Swissmedic could confirm the notification and

allow to proceed as scheduled.

Thank you for your continue cooperation.

Sincerely.
(8 &7/7)
(&7, 2Z2A Z/A)

(=22 2/ 7)
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The Report of GMP Audit for Medical Devices

Business type (] Manufacturing [ Tmport Busine&so license
Business name Representative
Address (B ) ( FAX )

Applicable Category

[] Class 1 medical device

[] Medical device for investigational device
[] Medical device for export

[] Innovative medical device software

[] Convergence medical device

Type of audit

(] Initial audit [] Periodic audit [ Modification audit [ ] Additional audit

Auditing methods

[ ] On-site inspection [ ] Document review

Product Group

Product
Product Name/Class
Affiliation Name
Audit team MFDS
Certification Body
DOV Yy |/ // (OD/MM/YYYY) through / // (DD/MM/YYYY)

Audit Result

[] Conformity [] Supplementation(by / / ) [[INonconformity

I hereby report the result of the GMP audit in accordance with Article 6 and 8
of the Good Manufacturing Practice for Medical Devices of Korea.

/ / / (DD/MM/YYYY)

The Head of ooo Certification Body seal

¥ Accompanying documents: The Sheet of GMP Audit for Medical Devices
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