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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.
HER) TEOERFE (E) KHHIHO (BB THY. HMAEREOERIIR
5F. (B CERShIEHBICKBEZZ-ITHAREESARE X<,
REGEEERLTVVENWIEEZEELET,

Name of facility:
Address of facility:
Date:

Siegnature:

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.
IR COBCERSE. EROZHEORHAEEICESIE IS4 —2HlT 5
RA. BERICETREL. XIEASBITHETARAICERT -0, EROBEHEC
BATRHTHIBDTHD,
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REMORETEORE

Personal History of Responsible Person

Al 2

{ER B Date

EFEKS Name

R4 Title

BETOLH
Name of Facility

rEnED () #HICBTLIBEIZ, LT Y
This is to state the personal history of the person above.

Employment History in

(Company name)

AR From-To

B 8% Status/Responsibility
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HNEABRUHEITEICETLIEH

Product & Process List

BLUEFTO & Manufacturer :

HETFE  (Applicable Manufacturing Process)

m B
No. | Product Category #HILT B mE F
Assembling  |Sterilization |Package and
Labeling, Etc.

(8
1. T@B 1 RCE, EREZEORTAZEBLAC L BRMNEREOHAOEED
EETELLY, '
2. THETE] BICE. RBICHET ZERETEOEHMCXMEAND,
3. BB, EYHREHESKFOSZECOVTHE., MRMEIBOBEERNTTLIZE,
Notes
1."Product Category" does not require the frade name of the medical device, the generic name or
similar category is 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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A EHBEERICONT

WERERUMAETIRICET AR

Product & Process List

BEFTDEZI  Manufacturer :

SETFE  (Applicable Manufacturing Process)

No. e BUEEERE | 8E (o ulomusss. ) ®R
Product Category Bottling Packaging and Seals - Labeling

GEE)

1. TRE] ORI, ZAZHBEEERORFTRZEH LU THL—BHELHE, &
GOBHORET L,

2. T®ETE: OBICIE. REICHE TSR ETIEOERICXMEANS,

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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BEREOBME—ER
Facility Building Outline

1 HEMROBE
Outline of the facility

gD EBY
As per attachments

Conformity to Requirement

for Buildings & Facilities

2 HEFOREREFE |OREROEE Odbv OaL

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

COREERBBLTIRSBE W2

If sterilized medical devices are handled: N/A
WEBBOBRSEETU7OER ObY OHL
Controlled environment areas? Yes No

3 HERREESRE |0 ERSFEEREHAE 4&£IES (— AR =5

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

O EREHRERFERIE 4021288 (HEARD)
Conforms to Article 14-2 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Sterilized)

O ERSHERFHNE 4£03I0HE BEEDE)
Conforms to Article 14-3 of Pharmaceutical, Etc Building and
 Facility Enforcement Regulations (Designated Organisms)

[0 EESEEREHAE 4HE04IEE (BEZERS)
Conforms to Article 14-4 of Pharﬁlaceutical, Etc Building and
Facility Enforcement Regulations (Packaging, Etc.)

=39

1. THEHOBE] OREICO VT, RO (1) (2) £#HRATH &L,



(1) WEFBHRORYEER WMEERETHID
(2) HEFOFEEH
TR, ERFDS B~ — LG EREREODESFEEL TSI UTR
VCEERZOBECEREEZEBILEET I L,

2. TERBRORERR] COVLWTE., REBORE., YVICHLBRITIE. TORE
DEFZRHETIL, -, BBV RETREERRSNAHL58E. HEREDA
SFEEIUTOREZRE TS L,

3. MEERFMESKE) ITOVTE, HBT 2BERROBESRREET,

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
appliéable) 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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HERMROBE—ER
Facility Building Outline

1 EEROBE
Outline of the facility

O EEY
As per attachments

‘Conformity to Requirement

for Buildings & Facilities

2 BEFMOMEHRE |RAREESERSSE mE=AT
Manufacturing Equipment If radio pharmaceuticals handled: N/A
B EEREOH R O&sY O7%L
Radiological control areas available? Yes No
3 HERFEEAWKE |0 EREBEXFERAIEcRICES (— X 5)

Conforms to Article 6 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (General)

O EREBEERHERAFEIRICHES WHEEERES)
Conforms to Article 9 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Radiological Pharmaceuticals)
0 EEHFWERBRAE 1 0OFITES (BEHERS)
Conforms to Article 10 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Packaging, etc)

GER)

1. THEFOBE] OEICSLNT, ZO (1) (2) 25+ 5-&,
(1) HEFRSMAOBYEER WMESETLE)

(2) WEFROFEEH

FHR. FEFOS SHMAEEERR OB ESICIIRFEEERE2HH LI

5T,

2. TENBHEEEROBERE] (TOLTHE., MEUEEROHIESIZIE, KEH
EEREOBERELHET I L,

3. TEERKEESKR)

DLTHR, ZHY ARERBOBEEGREERT.



Notes
I. Include the following for "QOutline 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.



