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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.
BR) TROELEE (B CH3IH0 (BL) ThHY. AYARFOHEIR
59 . (BR) CERShIEBICXBEZELITRAEEXEIEHRESEL .
BELEEFERLTOAELIEEEELET.

Name of facility:
Address df 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) COBEEEER. EMOZHEORENLEICEFETSA 1V —ICHTS
1A ERICEATHE. MIASICETARBICERT 520, EROBZHEIC
BEXTRETIHILDOTHD.
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Personal History of Responsible Person

At 2

{ER B Date

EHEEKS Name

B Title

HE DL H
Name of Facility

EREDED ( ) #IZHTIBEEIX. UTOESY
This is to state the personal history of the person above.
Employment History in (Company name)

#AfE From-To EEfr 3824  Status/Responsibility
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Product & Process List

HERROLFR Manufacturer :

BETIE (Appliéab]e Manufacturing Process)
@ B
No.| Product Category #B3LT RE DE F
Assembling Sterjlization |Package and
Labeling, Etc.
GER)
1. TRE] @I, EEESOBRFTLERBLECT L —BPUEHEORSOEBRAD
HETEL.

2. TELETIE) WICE. @B CRET AEBETROBERICXMEAND,

3. 4. EMEERRFOSKBIZOVTIE, BEEETEROBEZTRNT S L,
Notes
| "Product Category" does not require the trade name of the medical device, the generic name or
similar category is sufficient.
7 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.



Rl 4
(31

i ZHmAEERIC oL T

HELBRUHAETEICET IEH

Product & Process List

HIERTD 4 #F  Manufacturer :

s T (Applicable Manufacturing Process)
No. B ERASTE |SE(Furee0lusst. ) BT
Product Category Bottling Packaging and Seals * Labeling
GER)

1. T&B1 ORI, HASRAEESORE4ZRE L ECTL—BRNEHSE. &l
S OBHEOILEHETELL,
2 THEIETIE)] OWICIL, oHIIHET ARMETEOEFRICXHNZEANSD,

Notes

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

7 Place an X in the applicable space for each manufacturing process being carried out of the

product.



(=]

EggzcoLT

A5

BESBEOBIE-ER
Facility Building Outline

1 BEROME
Outline of the facility

DL HY
As per attachments

2 BEFROBESRR

Manufacturing Equipment

OREHFOHE O&Y  DO#HL
Sterilization performed? Yes No
HYDSEREDER ( )

If "yes," provide sterilization classification

ORBEEEEZREHROIEE OFEZH
If sterilized medical devices are handled: N/A
WABBOESSEIUTOEE DObY OuL
Controlled environment areas? Yes No
3 BEREAESNKR 0 ERSHASEHIE 4EIIES (—RE %)

Conformity to Requirement|Conforms to Article 14 of Pharmaceutical, Etc Building and
for Buildings & Facilities

Facility Enforcement Regulations (General)

0 ERZHERHERIE MEO021CEE  (RERS
Conforms to Article 14-2 of Pharmaceutical, Etc Bulldmg and
Facility Enforcement Regulations (Sterilized)

0 ERSHEREHEE 4E03ICEE (BEEYF)
Conforms to Article 14-3 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Designated Organisms)

0 ERZHEHEHANE UEDLITEEG (BEFES)
Conforms to Article 14-4 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Packaging, Etc.)

1.

(X®)

rﬂﬁﬁwmgjwﬂﬁEOUT‘m®(1)(2)%%ﬁ?é:to



(1) HEFEBRORYREN WMEZTETHA)
(2) BLEROFEKM
UB~ﬁ%ﬁ@i%bU—yw—AﬁfﬂﬁﬁﬁmﬁﬁﬁﬁbtuélU7&
UBERSOESICEREREEANLEHT V&,
zFE%%%wﬂﬁﬁﬁjtvurm\ﬁﬁﬁwﬁﬁ\ﬁvt&é%étm\%@ﬁ%
@Eﬁ%ﬁﬁ?é:toitsmmu%EGMEEﬁ%%ﬁﬁégéu\@ﬁ%ﬁw%
BEBTYFTOHEEREATH L
&r%ﬁ%ﬁﬁ%ﬁﬁjEdbfﬁ\ﬁﬁf%%ﬁﬂﬁmﬁ%ﬁﬁEﬁTo

Notes

1. Include the following for "Outliné 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. Indiéate 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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BAZEREESICOWVT

BEXREOME—BER
Facility Building Outline

1 HEROBME
Outline of the facility

AEDEEY
As per attachments

for Buildings & Facilities

2 WEFOMERE |MEAEEERLESHE WEEE]
Manufacturing Equipment If radio pharmaceuticals handled: N/A
Mt EBXBORE O&kY 0O71%L
Radiological control areas available? Yes No
3 BaADEEsER |0 ERSHERERIEEXICES (—REX %)

Conformity to Requirement|Conforms to Article 6 of Pharmaceutical, Etc Building and

Facility Enforcement Regulations (General)

0 EREHAsRREHIEEICHEE (BHMERERED)
Conforms to Article 9 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Radiological Pharmaceuticals)
O EREHERBHUE 1 0FKICES (BEFXR)
Conforms to Article 10 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Packaging, etr)

GEE)

1 TELSFOEE) OB ONT, XD (1) (2) EFRFTHIL.
(1) BEFSHRORYEER WMETETL)

(2) BEFROFEER

fds. EEFOS HHSHEERE S OB ICIERAT TR R E &5 LEcEk

T5H L,

» THADHEEERONESRE) TOLTIE. RAMERSOHHBECE. Kt
EEREOFRERET S L,
3 [EABEESKR] COLTE, BATABERFEOESRRERT,



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:
OO XXX XXXXAXXX TECHNOLOGIES

XXXXXXXX

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

Date Of Registration Status: 2006

Owner/Operator:

XXXXXXXXX
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Owner/Operator Number:
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Mr. XK XXXXX
XXX X XXXXXXXXXXX TECHNOLOGIES
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Phone; XXX-XXX-XXXX

Database Updated 06/06/2006

CDRH Home Page | CORH A-Z Index | Contact CORH | Accessibility | Disclaimer
FDA Home Page | Search FDA Site | FDA A-Z Index | Contact FDA | HHS Home Page

Center for Devices and Radiological Health / CORH



