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SELF-DECLARATION BY MANAGERS OF FOREIGN
MANUFACTURING FACILITIES
(BEEE®W

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.
BR) TiROFL£EE (&M ICHITHO (BB) THY. GBARFORRICE
5%, (BR) ICERSAIEBICXBEE-THARENESHEEER T C.
HECEEEALTVDVEVCEZETLET,

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.
BiR) CcOBCESERE. EMOZHBORUNLEICETE IS4/ —I2BT S
BRI, BRICEATHRA. RIZAFBICET HRRICEMT 57-0. EROBZEHETIC
BATRHTSLDTHSD.
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Personal History of Responsible Person

{ERX B Date

HEEK%S Name

F&4 Title

SEROEH
Name of Facility

rggnEn () #HICBTFIEER. LToLsY
This is to state the personal history of the person above.
Employment History in (Company name)

#AfE From-To Bifii 38 Status/Responsibility
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HERBRUHNETRICETSIEH
Product & Process List

SLEFRD A  Manufacturer :

BT  (Applicable Manufacturing Process)
& B
No.| Product Category $3IT piAc] ak F
Assembling  |Sterilization |Package and
Labeling, Etc.

(ER)
1. THRB] BICiE, ERBRORFTRZEMLECTHL—RPBFHFORIKOERD
RBEWTLL,
2. THETE) RIS, KBEICHBT 5FRETROBHFICxMNZEALSD,
3. BB, EPBEEUSIFORBICOVTIE., JERETEROBEZHNT S 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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EAZHRAEERIZOLNT

WERBRUNETEICMT AR

Product & Process List

HLERDLATR  Manufacturer :

BETEE  (Applicable Manufacturing Process)

No. %E RRESHRE |(BE(FruR081Ese. ) ®F
Product Category Bottling Packaging and Seals * Labeling

(X&)

1. TRB] ORIZE. NEZHBERXRORTEZERLETE—BHERE, H
mDEHEDRMT LY,

2. TELETHE) OMICE. RBICHBIT SEHUEIBROEMRICXBZEANS,

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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HEREOME—BEx
Facility Building Outline
1 WEFORE RIS & 45 Y

Outline of the facility

As per attachments

2 BLEFRORERE
Manufacturing Equipment

ORERDH O&%Y O#%L
Sterilization performed? Yes No
HYDHEESREOEE (- )

If "yes," provide sterilization classification

QREAERMBERSHE (WE
If sterilized medical devices are handled: N/A
WERBOFEEBEIYT7OHRE ObHY O4HL
Controlled environment areas? Yes No

3 HERHEEARR
Conformity to Requirement
|for Buildings & Facilities

O ERFHEERHERAE 14 FIES (—fEX %)
Conforms to Article 14 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (General)

0O ERFHERFHRAUS 4&D212HE (HERS)
Conforms to Article 14-2 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Sterilized)

O ERSHERHRAE 4E03ICHES (REEYS)
Conforms to Article 14-3 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Designated Organisms)

O ESSHEERHEHRAE W&D4IEES (BESERS)
Conforms to Article 14-4 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Packaging, Etc.)

GE=)

1. THEEFROBE) OJICONT, XD (1) (2) ZHEFAT52 L,



(1) RERSBACRYEREER WMEFTHETHA)

(2) BLEROFEE
BE. BEROSI B0 YU —UN—LGERERBOFREELTVWSIIUTR
UBRERAOBESICITREZTHAILEMT S L.

2. TERBSOMERM ISo20WTE., REROAR, LTLIHIBESICE. TORE
OHWBELRWT S &, F-. BBV IE TREENBENHSHEEE. WERKOH
REETYTORREREBT S L.

3. MBERHEHESKR] ISOVTR, ZRST IBERFHOBESKREELET .

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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A BEREESICOLT
HERHEOME—RE
Facility Building Outline

1 BERORE D EEY
Outline of the facility As per attachments
2 WAFONERE |BRUUEERFRSSHE mE
Manufacturing Equipment If radio pharmaceuticals handled: N/A

ottt B X 15k ) A R O%Y O%&L

Radiological control areas available? Yes No
3 WMERKEAKE |0 ERSHARGRUSCECES  (—HES)

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

0 ERFMERFHRAULIFICES (MHEEERKEXS)

Conforms to Article 9 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Radiological Pharmaceuticals)
O ERFWERMHRAE 1 0FISESE (BEFES)

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

GER)
. TREROBE] ORIKICOWLT, RO (1) (2) Z2FHTdH &,
(1) HEMBLAROBRYMRER MEEETHT)
(2) WEFROTEE
BE. EEROS bESNHEERRSOBSICIIRSEERERE £ L
+32¢&, :
2. T ZHRERSORERMHE) IOV Tlk, HEHEEEROHIHSIZ1E. Kt
TERBEOAREREW TS L.
3. MBERMAESWR] ITOVWTIE. ZLTIHIHERFEOESKRRERT.

-t



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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FDA > CDRH > Establishment Registration Database Search RFE7
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| Advisory | Assembler | Recalls | Guidance | Standards
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Establishment Registration Database

Establishment: ,
XOXXXXXX XXAXXXXXXXXX TECHNOLOGIES

XXOOXXXXX

XXX, XX XXXXX -XXXX
Registration Number: XXOOXXXX
Operations: Specification Developer
Status: Active

Date Of Registration Status: 2006

Owner/Operator:

XXXOXXXXXX

XXX XXXXXXX
XXXXXXXXK, XX XXXXX -XXXX
Owner/Operator Number:
XXXXXXX

Official Correspondent:

Mr. XXXXX XXXXX

XXXXAXXX XXXXXXXXXXX TECHNOLOGIES
XAXXXXXXX

XAXXXXX, XX XXXXX -XXXX

Phone: XXX-XXX-XXXX

Database Updated 06/06/2006
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