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SELF-DECLARATION BY MANAGERS OF FOREIGN

MANUFACTURING  FACILITIES
BDEED®

The undersigned acknowledges that he/she is the (official title) of the

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. '

W) TROBLEE EFH CHHTHO WE) THY. RHALSOEEIRE
Y. (BR) ICERShIEF I XEZTELIHABERISFEFTEC,
BEGEEEALTORNI EEZESLET,

Name of facility:
iAddress df facility:
Date:

Signature:

Printed name:

This self-declaration is being submitted in lieu of a physician's certificate, which
ay pose a conflict with the privacy, employment, and/or human resource related |

regulations in my country of residence. |

B COECESER. EMOSHEOREANEICETLE TS AL —I2ET
RA. ERICATHER. REASCETHHRMCEMT 56, EMORWEIC
BATRETAEDTHD,

manufacturing facility located at (Place) , and affirms that he/she has no mental| -
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Personal History of Responsible Person

Allif 2

Rk H Daté

HEE K2 Name

f 4 Title

HERDEH
Name of Facility

ol

'mployment History in

ITREOED () #HITBTLHEER. LTOERY
Chis is to state the personal history of the ‘person above.

~ (Company name)

#iR From-To

Bifz~ #8% Status/Responsibility |
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Product & Process List

BEFFOAFF  Manufacturer :

BETFE  (Applicable Manufacturing Process)

R B

No. | Product Category HII T WE Ak &

' Assembling  |Sterilization |[Package and
Labeling, Etc.

GER)

BEETELL, ' .
2. TELETE) Wik, KEICKHET SERETEOEMICXEHMEANS,
3. BB, EYHFESFORKBICOVTIE, AEHETEOHMEZRTISHI &,
lotes | ‘
."Product Category" does not requife the trade name of the medical ‘device, the generic name or
imilar category is sufficient.
Place an X in the applicable space for each manufacturing process which is performed for the
roduct.
For biological devices attach an outline of any additional processes.

1. TRE WICE, ERSBOBRRLEERLEC TL—RUEHEORROEED

i



[0

1]

H’JR%E%E’EFH EERIZD L"C|

.\l::l_'z

HliRA

HERERUMETECET 58N
Product & Process List

51 iﬁﬁd)% ﬁ\ Manufacturer :

Notes
1.
ame or similar category is sufficient.

- product.

BETHE  (Applicable Manufacturing Process)
INo. 28 BMEERE |82 (rrasoarses,) B
Product Category Bottling Packaging'and Seals * Labeling
(52%)
1. TB 1 OISk, 52 ﬁ*ﬁﬁl’i?’in BB ZEHM LA TEL—RNAHSE, &
: nna)*izkﬁo)ﬁaﬁ'cctt‘o

2. TRLETIE] OWMICE, RBICHGT SFHRETEOEFRMICXHZEAND,

"Product Category” does not require the trade name of the in vitro diagnostics, the generic

Place an X in the applicable space for each manufacturing process being carried out of the
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BEERFEOME—HX
Facility Building Outline

1 HEEOBE
Outline of the facility

BEDEEY
As per attachments

2 HLEROEERE
Manufacturing Equipment

DREBOHE OsY  OfL
Sterilization performed? Yes - No
HYDEZEREOEE (- )

If "yes," provide sterilization classification

Conformity to Requirerﬁent

|Ifor Buildings & Facilities

QREERE#FZTRSES | ME| 2=
If sterilized medical devices are handled: N/A
HWEBBOFEFEBTYTORE ObHY OFL
Controlled environment areas? ' Yes No .
3 HEERHEESKKR O ERERERHEHRAIE 4E&ITES (—fEE5)

|Conforms to Article 14-3 of Pharmaceutical, Etc Building and

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

O ZRSHEERBHEIE LEO2CHE  (RERS)
Conforms .to Article 14-2 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations {Sterilized)

O ERSEEERMHHRIE 4EDOIIES BFELEYS)

Facility Enforcement Regulations (Designated Organisms)

O ZESHELHERIE 4EDO4ICEE (BEERSD)
Conforms to Article 14-4 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Packaging, Etc.)

GEE)

1. TELEROME] ORM|TOVLT, RO (1) (2) 2HAT S L.



(1) REMBHAOCEYEER WMEFETHA)
(2) BEROFERE
B8, ﬁ%ﬁWOBQU—J» Lndy K EIER @ﬂémELTU61U7&
VRERSOESICEREEZRMN LEH TS &,
> [EREFOBERKE] IS720W TR, REFROFE. AVICHIHEICIE. TORE
DEBELET S &, it‘mﬁmmﬁfﬁﬁgﬁﬁ%#&é%Am WEREDE
FEET)TORRENERT D&,
3. THERMESINR] ISOLWTE, ZYT SWERFOESIRRZELT .

NY

p-.

i

Totes
. Include the following for "Outline of the facility":
(1) Diagram showing layout of all site buildings (aerial photograph OK)

|_n

2) Floor plan of site, identifying controlled environment' areas (including clean rooms) and
sterilization rooms (if sterilization is performed) are paﬁ 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

H_———

equirements.
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%ﬂ#ﬁmﬁimLoud

BEREOBE-—RR
Facility Building Outline

1 HEFOBE - |E0LsY
.Outline of the facility As per attachments
2 WEFOWERM |HHHEEIERIBE DR
Manufacturing Equipment If radio pharmaceuticals handled: N/A
| A SR 15 D O&Y O%L
- Radiological control areas available? Yes No
3 EERFESRRE |0 EREFRERGEREIFZERICES (—i2X57)

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

O ERSHERBRAEIEICES MHEEERES)
Conforms to Article 9 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Radiological Pharmaceuticals)
O XERFHEERERBE I OFICHES (REFXT)
Conforms to Article 10 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Packaging, etc)

~

GEE)
1. TRLERFOBE] ORIEICDOWLT, RO (1) (2) ZHRATEI &,
(1) HEFREBANOENEERN MEEETHH)
(2) BHEFROFEEREHA S
HE. FERDS BEHSTEEESRER w%ﬁlmm%ﬁmﬂtﬁéﬁMLﬁﬁ
TEHIL, _ :
> AN SZHBAEEZOHESRM] (Co20WTH, BEEEEROHDBEIZIE, HEHE
FEREBEOFEELZERTLH &,

3. F#ﬁi‘c‘i%ﬁﬁﬁ CRDISDONTIE, ZET SEEREOESRREERT .
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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

I’landled) : .
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 Registration Database

Establishment: ‘
XXXXXXK XXXXXXXXXXX TECHNOLOGIES

XHXKXXXXX

XOOOKXXK, XX XXOOK -XKXX

Registration Number: XOOCKKXKX

Operations: Specification Developer
- Status: Active

Date Of Registration Status: 2006

Owner/Operator:

b 0.9.9.0.0.6.9.9.4

1 $.0.0.0.4.¢.0.0.0.0.¢.0.9 4
XOOXXXXXK, XX XXXXX -XXXX
Owner/Operator Number:
HXXXXXXX

Official Correspondent:
M. XXX XXXXX
HXKXXXK XXXXKXXKXKXXX TECHNOLOGIES
HXOXKXXXX
HKXOKKXXX, XX XXXXX -XXXX
- Phone: XXCK-XXX-XXXX

Database Updated 06/06/2006
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