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SELF-DECLARATION BY MANAGERS OF FOREIGN

MANUFACTURING FACILITIES
(BHEE >

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) TROSLEE EF LH5I80 WL ThHY. BHREFOERICRK

5%, (BE) CERINIEBICHELELTEREEXESRBELLC,
ﬁi&&%ﬁ%brm&m EEE L$¢o

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.

HE) COHEEEEE. ERODNEOREALEIIBTE TSN —IIET S|
8. ERICETHRA, NEABCET 2RACERT 270, BEHOBIEI
HXTRETHLDOTHA.
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Personal History‘ of Responsible Person

AliEs2

{EFX B Date

ﬁﬁ%&% Name

§% 45 Title

HWERDAH
Name of Facility

FROEO () RICBETIBER. LTOLSY
This is to state the personal history of the person above.
Employment History in (Company name)

FATE From-To Wit 8% Status/Responsibility
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Product & Process List

BLEFROEFF  Manufacturer :

HETHE (Appliéable Manufacturing Process)

& 8
No. | Product Category T HE wmE F
Assembling  |Sterilization (Package and
Labeling, Etc.

(ER) _
1. TRE) Mk, EREESORELERHLAC TL—BHEHEORZNBHED
BETEL, ' :
2. THIETIE] MIck. REICHET AENATEOERICxMEAND,
3. BB, EPHERFEOREBIIOVLTE. MREETEOHMEEZRETIZ L,
Notes ‘
1."Product Category" does not require the trade name of the medical device, the generic name or
similar category 1s 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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 MERERUEAETECETSEH
Product & Process List

 BEFROATR Manufacturer :

& TF  (Applicable Manufacturing Process)

No. S E EREBRE |8 (xvraaomnEss, ) KRR
Product Category Bottling Packaging and Seals = Labeling

(FEE)

1. TREI ORIZIZ. ANASHEEESOBRRAZ0H L TE—BHEaHE #
nuUﬁE{ﬁ@nﬁ%’C&L\
C TELETR ] oficiE. &BIC *‘ﬂ"@“é%ﬁmi&@%?ﬁh%ﬂ%)\néo

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

2.Place an X in the applicable space for each manufacturing process being carrie.d out of the
product.
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BERFEOME-ERXR
Facility Building Outline

1 BLEFROBE
Outline of the facility

AEDOEEY
As per attachments

2 HEFOSLERE

Conformity to Requirenient
for Buildings & Facilities

OREZROH B O&HpY O4L
Manufacturing Equipment Sterilization performed? Yes ‘No
HYDBEREOEE ( )
If "yes," provide sterilization classification
QREEREREHRSBS | WEA
If sterilized medical devices are handled: N/A
NERBOFFEETYTORE ObY OFL
Controlled environment areas? Yes No
3 HBERBEARRE |0 ERFRERMEHRAE 4RIEHS (—RE o)

*| Facility Enforcement Regulations (General)

Conforms to Article 14 of Pharmaceutical, Btc Bu11d1ng and

0 EBSHERHHENE 14£0215H8  (REES)
Conforms to Article 14-2 of Pharmaceutical, Etc Buﬂding and |
Facility Enforcement Regulations (Sterilized) ~

O EREHERHHAE 4E£03ICES BEEDS)
Conforms to Article 14-3 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Designated Organisms)

0 ERSHEERERNE UED4IES (BEFRS)
Conforms to Article 14-4 of Pharmaceutwal, Ete Building and
Facility Enforcement Regulations (Packaging, Etc.)

(;i )

. TEEROHME) @EW&L’DL\’C XD (1) (2) EHFHNTE &L



(1) WERBBANOBRYEER MESTETHHE)
(2) WEFROTEH ,
B, EEFAOS3 57— — LG EREREOFFERLTVSIY TR
VCRERZ2OBSICITHEEERMILERT S L,

2 TERRBORAERE COVTE. RESOHERE. TTICHEBEICE. TORE
OREERRTHo L. £, BEVRE CHREERBENH BRI, HERKORF
GEBIYTORBERHETHL,

3. MEEBRBEAKR] 1270 TE. ZYT SHBERBOBSRREERT

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 atea. |

3. Indicate the site's conformity to the applicable medical device manufacturing facility
requirements. “
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A ZHEREERIC DT
BERBOME-EE
Facility Building Outline
1 REFROBE MEDELY
Outline of the facility .1 As per attachments
2 WEROWERE |[REREERERSSE mEEET
Manufacturing Equipment If radio pharmaceuticals handled: N/A
Hegt i B S0 1R OkY OBL
Radiological control areas available? Yes No
3 BERRESKE |0 ERSHERERNZcECEHE | (—EES)

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

| [ ZRSHESBRAEIRICHESE (BHEERRRD)

Conforms to Article 9 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Radiological Pharmaceuticals)
O ERSEERBHAE I OFIIES  (DEERD)

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

GEE) .
1. THIEFOBE] OREZSVT, XRO (1) (2) #FEHTSC &
(1) BEFREBAOEYEREER MZE %ﬁf%?)
(2) BEROFER o
TE. EERDS SBHEERMES w%“lmﬂ%ﬁ“@tﬂ%&ﬂ LECE
TH5HI &,
2. THRAZHBEEROEERRKE] ITOWTIE. ﬁ%ﬁ@im@%%%A[@ ¥ EiLKs
TERBOFRETRERTSI L,
3. MEEREEA ﬁjLvhfﬁsﬂﬁTé%ﬁ%ﬁmﬁ%ﬁﬁE%Ta



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 Registration Database

Establishment: _
KOO XXX TECHNOLOGIES

XXXXXXXX

XHXXXXK, XX XKXXX -XXXX
Registration Number: XXXXXXX
Operations: Specification Developer
Status: Active _

Date Of Registration Status: 2006

Owner/Operator:

XXKXAXXXXX

1 $.0.0.0.¢.0.9.0.9.0.4.9.¢ ¢
XOOXXXK, XX HXKXX -XXXX
Owner/Operator Number:
XHXXKXXX :

Official Correspondent:
M. X000 XXXXX
XXXXXXX XXKXXXXXKXXX TECHNOLOGIES

XXX
XK, XX XXX XXX
Phone: XXO-XXX-XXXX

Database Updated 06/06/2006
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