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SELF-DECLARATION BY MANAGERS OF FOREIGN
MANUFACTURING FACILITIES
(HEEE®

The undersigned acknowledges that he/she is the (official title) of the
manufacturing facility located at (Place) , and affirms that he/she has no mental
or physical disability that prevents him/her from performing, with or without
reasonable accommodation,the essential functions of his/her status as (official

title) , and does not currently engage in the illegal use of drugs.
FIR) TEOERZEE (EF) IIHHITHD (BR) THY. #HBEFOFRIZHK
5%, (BB) CERSKSIEFBIXBZE-IRAEER ISHEEFT L.
REGEEZEALTVEVNC EE2BEELET,

Name of facility:
Address of facility:
Date:

Signature:

Printed name:

This self-declaration is being submitted in lieu of a physician's certificate, which
may pose a conflict with the privacy, employment, and/or human resource related
regulations in my country of residence.
HiR) COBCEEER. EMOZHBOREABEICETS T4\ —IClT 5
RA. ERICETRAL, RZASRICEYT SHRAICEMRT 5=, EFOZHEIC
BATRHETSLDTHS,
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Personal History of Responsible Person
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YERX H Date

REEK%A Name

f&4 Title

WEFRDOEH
Name of Facility

FROEO () HICEBTLBER. LTFTOEEY
This is to state the personal history of the person above.

Employment History in

(Company name)

iR From-To

Bz~ 8% Status/Responsibility




AFE3
€ =8")

EfEgEi=o1 T

820 B RUNETRCET 58

Product & Process List

BLEFFD AT  Manufacturer :

ZETEE  (Applicable Manufacturing Process)
m B
No.| Product Category #H3LT BE aE F
Assembling  |Sterilization [Package and
Labeling, Etc.

¥
1. TREB] WICE, ERERORTRZEBH LU TL—RBPUEFFORSOERD
RETELLY, '
2. MELETEE) WICIEK. RBCHGTSEREIROERICXHMZEANS,
3. LH. EPHELESFORBIIOVLTIE. JIEHETIROBRELRMT I &,
Notes
1."Product Category" does not require the trade name of the medical device, the generic name or
similar category s sufficient.
2.Place an X in the applicable space for each manufacturing process which is performed for the
product.

3.For biological devices attach an outline of any additional processes.
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Product & Process List

SLERMOR/I  Manufacturer :

BLET  (Applicable Manufacturing Process)

No. %8 SRERTE O (s rgRoRTESD, ) RIT
Product Category Bottling Packaging and Seals = Labeling

GEB)

1. TRE] ORIZR. FHEEREXRORTLEER LG TL—RNEHS, &
ROMEORHETEL,

2. THETIE] OBMIC., BEICHET 2ENETROBFIxNEANS,

Notes

1."Product Category" does not require the trade name of the in vitro diagnostics, the generic
name or similar category is sufficient.

2.Place an X in the applicable space for each manufacturing process being carried out of the
product.
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MEZBOWME—RE
Facility Building Outline

1 BEFOBE
Outline of the facility

MO EEHY
As per attachments

Conformity to Requirement
for Buildings & Facilities

2 BLEFRORERKE |OREZROFE O#%xlY Of%L

Manufacturing Equipment Sterilization performed? Yes No
HYDBEREDER ( )
If "yes," provide sterilization classification

QREAERBBERSEHS Ok

If sterilized medical devices are handled: N/A
WERBORSEEIUTOER 0OHY OB6L
Controlled environment areas? Yes No

3 WERMBESKERE |0 ERFHERRBRUE 14 FI0EE (—HRE )

Conforms to Article 14 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (General)

O EXBEFWERRFVIE 4EO2(0EE (REES)
Conforms to Article 14-2 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Sterilized)

O ERFREMBANE 4EO3ICES (BEEYE)
Conforms to Article 14-3 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Designated Organisms)

O ERFWERMBRAUE 4FO4IEES (BEFED)
Conforms to Article 14-4 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Packaging, Etc.)

GEE)

1. TELEFFOBE] OREIZOLT., RO (1) (2) ZFFTHI &,



(1) BLEEFENtROBRYERR WMEZETLA)

(2) WERMOTEE
BB, fEMOS3 2= L—LRECEEREDRSETELTVWSIVTR
UREXSOBSICITRERZRALEHMT I L,

2. TEEBFORMERF (TOVLWTE, REZFOERE. HLIHIHEICIE. TORE
DBFEEEHT L&, £~ MV RE TREEREBNHIBE(F. HEBEDE
BEEIYTOEREREE TS L,

3. MEREBESKR] (TOVWTIE, ZBTIBERKOESKEERT,

Notes

1. Include the following for "Outline of the facility™:

(1) Diagram showing layout of all site buildings (aerial photograph OK)

(2) Floor plan of site, identifying controlled environment areas (including clean rooms) and
sterilization rooms (if sterilization is performed) are part of the total manufacturing area.

2. Indicate whether or not sterilized devices are manufactured, and sterilization category (if
applicable) Also, if any sterilized medical devices are handled, indicate whether any controlled
environment areas are part of the total manufacturing area. |

3. Indicate the site's conformity to the applicable medical device manufacturing facility

requirements.
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MERBOME—RE
Facility Building Outline

1 WEROBE BED & Y
Outline of the facility As per attachments
2 NEMOBEREKE BEAMHERESGZRSIBE WEI 4]
Manufacturing Equipment If radio pharmaceuticals handled: N/A
Bt EEXEOFE O&%sY O%L
Radiological control areas available? Yes No
3 BERmESRRE |0 XEFHERFAMFEeRIIESR (—HERE )

Conformity to Requirement|Conforms to Article 6 of Pharmaceutical, Etc Building and
for Buildings & Facilities |Facility Enforcement Regulations (General)

O ERHFHREXRFRAUFIRIEE (BMHAMEERERRS)
Conforms to Article 9 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Radiologicat Pharmaceuticals)
O EBEWERGEHRAE 1 ORIHES (BEHFED)
Conforms to Article 10 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Packaging, etc)

GEE)
1. TREROBE] OMKIZOVT, XD (1) (2) 2F/HFT S,

(1) WEFREGBAORYEEE WMEEETHHE)

(2) BEROFEE

BH. EEFOS LA EERRSOBSICIIRNMEERRIE#HA LEEH
T5I¢&, '

2. THRAZHABAEESOESEHRE 272V Tk, REEEESKOHIESITIE. Kttt
BEEREOFERZREHT I L,
3. MESRHESKR] [To20WTE, ZLTI2BERBOESRRERT,



Notes 7
1. Include the following for "Outline of the facility™:
(1) Diagram showing layout of all site buildings (aerial photograph OK)
(2) Floor plan of site, identifying controlled radiological areas (if radio pharmaceuticals are
handled) .
2. For "In vitro diagnostic manufacturing equipment," if radio pharmaceuticals are manufactured
indicate whether radiological control area are available .
3. Indicate the site's conformity to the applicable in vitro diagnostics manufacturing facility

requirements.



