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SELF-DECLARATION BY MANAGERS OF FOREIGN

MANUFACTURING FACILITIES
(BREE®

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.

=) TROBAER (EF) CHITHO BE) THY. MEAAROEMIK

5%, (BA) 1Z§3§E‘éhé%ﬁ%i:iﬁﬁ%}%f:?ﬁ#ﬁﬁ%xti%@lﬁ%iiﬁ< .
BELFEFERALTVELNIEEEFLET,

Name of facility:
Address of facility:
Date:

Signature:

Printed name:

This self-declaration is being submitted in heu of a physician'é. certificate, which
may pose a conflict with the privacy, employ}ment, and/or human resource related
regulations in my country of residence.
HiR) COHDEESME. EFOTHEOEENLEIZIBTE IS4V —ICBTS
0. BRICEATEN. MLASCET HRAICERT 575, EFOZHEIC
BXTRHETILOTHD. |
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Personal History of Responsible Person

{YeRE H Date

BEHEKA Name

B4 Title

B R DA
Name of Facility

tREOEO () HITBHIBEEE. MTOERY
This is to state the personal history of the person above.
Employment History in (Company name)

M From-To B 38 Status/Responsibility
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Product & Process List

BERTOR/F  Manufacturer :

HETE (Appliéable Manufacturing Process)

& B
No.| Product Category #IT HE o #F
Assembling  |Sterilization [Package and
Labeling, Etc.

GEED
1. TRE] Mo, ERASORRLEERLEC TL—RNEHFORLNOBRD
BEETEHL, : :
2. TRETE) Mo, BECHGET SERETEOEMRC xH EAhD,
3 HE. APEERAZORBICOVWTIE. MANETHOBREERET L L,
Notes
1."Product Category" does not require the trade name of the medical device, the generic name or
similar category ts 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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 MERERUNETECETSEH
Product & Process List

BUEFROA T Manufacturer :

8= T3  (Applicable Manufacturing Process)

No. B pessTE A% G rNgoRrEst. ) BR
Product Category Bottling Packaging and Seals - Labeling

GEE)

1_f%EJWﬁtﬁ\%ﬂ@%%%i&wﬁ%%&ﬁﬁbﬁ<f%"&%%ﬁ%.%
SBOREORHETLL. '

2. THRLETH) OWIZI. BRI-HET AERETEOHEC X #=ANS,

Notes
1."Product Category" does not require the trade name of the in vitro diagnostics, the gemerc
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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BERROME—RE
Facility Building Outline

1 REROHE
Outline of the facility

BlEED L EY
As per attachments

DRBBOHE O%Y  OxL

| for Buildings & Facilities

2 EEROBERRE

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

QREESRBELRSBE | BEH3
If sterilized medical deviees are handled: N/A
WEESORSEEIUTOHE  OsY OHL
Controlled environment areas? Yes No .
13 BEREESRE |0 FREEERHRAE 4 FKITES (—R¥E4)

Conformity to Requirement|Conforms to Article 14 of Pharmaceutical, Etc Building and

Facility Enforcement Regulations (General)
O ZRSSEHMRNE 4&D2/1CET (ﬁE\Z’ﬁ‘)
Conforms o Article 14-2 of Pharmaceutical, Etc Building and

* | Facility Enforcement Regulations (Sterilized)

[ ZRSHSHMANE 4503108 (BEEYH
Conforms to Article 14-3 of Pharmaceutical, Fic Building and
Facility Enforcement Regulations {Designated Organisms) '
O ZESEsnmRiE uEo4cls (BEFERD)
Conforms to Article 14-4 of Pharmaceutical, Etc Bulding and
Facility Enforcement Regulations (Pagkaging, Etc)

CGERD)

1 THIEROBE] ORECONT. RO (1) (2) EFRMATEHI &



(1) HEFEHAOCRYEER WMESTETHED

(2) BEFMOFER
UB\ﬁ%ﬁwﬁﬁbU—ym—btfﬂﬁ%ﬁmﬁﬁﬁﬁbtuélu7&
URBESOBSCIREREFHENLEHT I L.

o [EMSEONERE] SoVTE, REZORE. Y5 BEITE, FORE
DHEBEREITAHLE, *7-. RHVSE CREEFBENHIBAIEL. REREOR
BEETYTOEBERHTIC L.
&rmﬁ%ﬁﬁ%ﬁﬁjtoutﬁ.@%#é%ﬁﬁﬁ@ﬁ%ﬁﬁ%ﬁ?u

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 contro}Ied
environment areas are part of the total manufacturing arca.

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

requirements,
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[#=]
EABEREERIZOVT
WEBROBE-NE
Facility Building Outline
1 WEFOWE - AEOLSY
Outline of the facility As per attachments

> WEFONELE |REHEERERSSE

wEEE]
Manufacturing Equipment If radio pharmaceuticals handled: N/A
REEEERBOESE O&Y DO#HL
Radiological control areas available? Yes No
3 BEARBEARE |0 ERFHEERWAMNECFIIES (BB

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

0 ERSEERHRNEOKITES (RSt ERERES)

Conforms to Article 9 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Radiological Pharmaceuticals)
O ERHSHERFERAE1OXRICHES (BEFERD)

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

GERD)

1 THSFOEE] OREICOLT, X0 (1) (2) EFRTIZE.

(1) SEFEHAOEMEER WEEETHEE
(2) shEfmroTER

hds. EFERDD LA EERR S 0OBEIC T ERRE &R A 1

FT5IE,
o ThaZHAERROEERE] ICDOVLTIE, BEEE
SEEEOEEEIEHT LI

HEROHHBEICIE. BHEHE

3. TEERREENR] IZDWTIE, Bt ZEEREOESRRERT .



Notes

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

(1) Diagram showing layout of all site buildings (aerial photograph 0K}

(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 mapufactured

indicate whether radiolopical control area are available .
3 Ipdicate the site’s conformity to the applicable in vitro diagnostics manufacturing facility

requirements.
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New Search Back Ta Search Results

Establishment Registration Database

Establishment:
OO YOO XXX TECHNOLOGIES

) 0.4.9.0.0.0.¢4 '

2O, X X -XXXKX
Registration Number: X0O0000CK
Operations: Specification Developer
Status: Active

Date Of Registration Status: 2006

Owner/Operator:

OOOOOOK
KOOKKAKXKKAXKKXX
KOOOOKAX, KX XXX XXX
Owner/Operator Number:

Official Correspondent:

M. XOOOK XXXXX

KOOI XOOCXXKXXX TECHNOLOGIES
1 9.9.0.0.8.0.0

KXXHAXXK, KX HKXXKX -XAKXX

Phone: XO0CXXX-X00CX

Database Updated 06/06/2006
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