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SELF-DECLARATION BY MANAGERS OF FOREIGN

MANUFACTURING FACILITIES
(BEEE®

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.
BER) FTROBLEIE (Ff) (CHZITHO (L) THY. HMAEFOFEICRE
5%, (BA) ITERSNIEBRICXBELZE-THAEEXEREEFEL .
BELEEFERLTVVAEVWCEEZEELET.

| 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.
HR) COBDESER. EFOBHEQRIALUEICEFE TSNV —IZET S
A, BRI AR RIGAZIZET 2RRICEMT B8, EMODEHEIC
BATRHTDLDTHS.
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HEMOREEORE

Personal History of Responsible Person

- {ERX B Date

HHEEK% Name

f 4 Title

HEFRDAFH
Name of Facility

FEemED () #HIZCBTEER. LTOEHY
"This is to state the personal history of the person above.
Employment History in (Company name)

$ATE From-To Bifii 482  Status/Responsibility
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Product & Process List

BLEFTDOAFF  Manufacturer :

BT (Applicable Manufacturing Process)
s g .
No.| Product Category #HILT BE oE F

‘ : Assembling |Sterilization |[Package and
Labeling, Etc.

(GEB)
1. TRE] MIclE. ERBSORTLERBLAC TH—BHEFEORROEED
BETKL, ' :
2. THLETIE MICiF. KEICHRETHEHRETEROBERICXMZEAND,
3. L. EYHEAUSKEOREICOVTIE, HFMEIROMEZRHGTEH L,
Notes
1."Product Category" does not require the trade 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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N SEHAEERIZOLT

NERERUNATECETIES

Product & Process List

BERROA Manufacturer :

BIETHE (Applicable Manufacturing Process)

No. B BRAERTE |8 (ForasoEnrat. ) RR
Product Category Bottling Packaging and Seals * Labeling

GER)
1. TRE] OMI=lE. BABERERSOESS B LA TH—RNEHE, 8
SOBEORBTLL,

2. T8ETHE) OFMICIE. REICHRTARUETEOERICIXMEALS,

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 carriéd out of the
product. '
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BERHOME—E=
Facility Building Outline

1 BLEFOHE
Outline of the facility

AEDOEEY
As per attachments

Conformity to Requiremént
for Buildings & Facilities

2 HEFROREHRE OREROFRE O®HY Ok L
Manufacturing Equipment Sterilization performed? =~ Yes -~ No
HYDFERIOEE (- )
If "yes," provide sterilization classification
QOREEREREZHROIBS | ME/
If sterilized medical devices are handled: N/A
HERBEOFREEIITORR OhY OGL
- Controlled environment areas? Yes No
3 WERFEEESRRE |0 ERFBEREFERIUE 4FIES (— X 5)

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

O EBSHERHERNE 4EO21CHE (REES)
Conforms to Article 14-2 of Pharmaceutical, Etc Buiiding and
Facility Enforcement Regulations (Sterilized)

O EREHERBRAUE WEDIITEES BELEYMSH)
Conforms to Article 14-3 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Designated Organisms)

O ERSHERHERAIE 4ED4IES (BEHFRD)
Conforms to Article 14-4 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Packaging, Etc.)

GEE)
1. TELEFROMWE ) OREIZONT, RO (1) (2) 2RI HI &,




(1) HEFRBHROBRYEEE MEFEETHED
(2) BLEFROFER
AR ﬁ%ﬁwotbu—zw —LGELHERBEOESFEELTVWAIUTR
URERSOBESICITRERZHALEFT S L,

2. [ERMBOMERE CO20TR, AEROAR, LTICHAHBEICE. TORE
DEEERETA L. £, REVRE CTREERBRFNHSBAE. RERRDF
BEEIYTOERERRBISC L,

3. MEERMEGRR COVWTIE. HET SMERKOBSRRERT .

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 facﬂ1ty

requirements.



(=11

EABEREERIZDOWLT

A% 6

 WERHOBE—ER
Facility Building Outline

1 BEMOBE
Outline of the facility

RfEDEEY
As per attachments

MEEERRERSBE Osem

Conformity to Requirement
for Buildings & Facilities

2 SLEFROBERRE

Manufacturing Equipment If radio pharmaceuticals handled: N/A
Bt EEX IO H R O%hY O&L
Radiological control areas available? Yes "No

3 HEREESRRE |0 ERSHERFERAE6XICES (— X 57)

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

0 ZRSHERERIEILRCES BHMEERRED)

Conforms to Article 9 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Radiological Pharmaceuticals)
0 EBERERHHRNE10£IES  (BEEED)

Conforms to Article 10 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Packaging, etc)

(GEE)

1. TELEFOEE) ORE=SVT,. ZO (1) (2) 2HEATEIE,
(1) WEFERAORDERER MEFETLT

(2) SERMOTER
e, EXHO
THES

2. TEAZHAEEROBE

55 MAEEERR A OB AICEREHEERXE EHA L i

BiEl ISOVWTIE. MEHERROHHEHECE, BEE

CERBOERERNHBTI . -
3. MEERMESKR] [COVTI, LT IEERBOESRREZELT




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 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.
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Establishment: _
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Date Of Registration Status: 2006

Owner/Operator:
XXXXXXXXX

XXXXXXX XXXXXXX
XXXXXXXX, XX XXXXX -XXXX
Owner/Operator Number:
XXXXXXX

Official Correspondent:
Mr. XXXXX XXXXX
XXXXXXXK XXXXXXXXXXX TECHNOLOGIES
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