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SELF-DECLARATION BY MANAGERS OF FOREIGN

MANUFACTURING FACILITIES
(BEEE®

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.
ER) TEOERZEIL (EF) CHHITHO BE) THY. BBAREOFEIZRK
Y. (BB) ITERSNIEBIXEZE-IRAEENEISKESTTG <.
MELEZERALTVENILZEELET.

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. |
B COECESEE. EROBHECREALEICEIS TS NC—ICHTS
RA. BRICEAYTHE., XIFASZICEHI IRAICEMT S0, EMOBIHEIC
BEATRHTHIDOTHD,
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Personal History of Responsible Person

{YERL B Date

HEHEEKSA Name

B4 Title

B HE T D4
Name of Facility

LEOED () #HIZBTLIEREE. UTOELY
This is to state the personal history of the person above.
Employment History in (Company name)

HARE From-To Bt 182 Status/Responsibility
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HEMBRUBMETRICETSIEN

Product & Process List

BEFDEZFF Manufacturer :

BETHE  (Applicable Manufacturing Process)
m B
No. | Product Category I T i HnE F
Assembling  |Sterilization |Package and
Labeling, Etc.
GERE)
1. TREB] #ICiE. BEERFEORFRAZEB LGS TE—RMNEHEORKOEBED
EETELY,

2. THETE] WIS (X, mEIC ﬁl’i‘i’é%ﬁzLIE@[@FﬁLxEﬂ’&lhé

3. BH, EYHFERGEOREIZOVTIE, RN ETIROBEFRMNT 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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ENZHAEERIZ 2L T

HEMBRURETRIZETHEH

Product & Process List

SERDOLF  Manufacturer :

BET]  (Applicable Manufacturing Process)

No. B BRESZTE B (ForuroruEss, ) KR
Product Category Bottling Packaging and Seals * Labeling

CEE)

1. TREl ORI, ANBHAEESOBREZERH LG TH—RMBHE, R
ROBEDRHTELY,

2. TELETHE) OWICIE. REICHGT SFERETROERIIXHZEZANS,

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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BEREOME-—ER
Facility Building Outline

1 ELEFOBE
Outline of the facility

AEDEEY
As per attachments

2 BLEFTOHERE
Manufacturing Equipment

OREBROHE O&HY O7x L
Sterilization performed? Yes No
HYDEEREDIESE ( ‘ )

If "yes," provide sterilization classification

Conformity to Requirement

for Buildings & Facilities

QREEEMBERSIEE mE/F2
If sterilized medical devices are handled: N/A
HWEBBORSEETUTOEE OkhY OBL
Controlled environment areas? Yes No

3 HEREHEARKR 0 EREHEEERFEREE 4FICES (—HRR %)

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

O ERSEERERIE 4ED2(2EES (RERSD)
Conforms to Article 14-2 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Sterilized)

0 ERSEERERIE 4EDIICEES (BEEDS)
Conforms to Article 14-3 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Designated Organisms)

0 ERFBEXRFERUE4FD4IC (BEFR)
Conforms to Article 14-4 of Pharmaceutmal, Ete Building and

Facility Enforcement Regulations (Packaging, Etc.)

CEE)

FELEFTOME] QORFRIZOVT. XD (1) (2) ZHRHTH &,



(1) HEFBHBRANEYRER MEFETHE)
(2) BEFROFEERR
BE., FEFDI B0 ) —UII—LGERERBEOFFEELTVWSIYTR
VRERSOSEICITREZRZHMN LEBT S &,

2. TEREBOEESRE] ITOVTHE, REROFR. TTICHLBRITE. TORE
DREFZEHT DL, T, RBVRE TREEERSZIAHI5EE. HEREDE
REEIVTORREERE TS L.

3. THERFEEAKRE] IOV TIE, ZHT IBERFEOESKREET .

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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N IAEESIZ oL T

BESHEOBIE—ER
Facility Building Outline

1 BEFOME AfEDEEY
Outline of the facility As per attachments
2 WEMOWERE |[HEMEEREZERSHSE mE=E
Manufacturing Equipment If radio pharmaceuticals handled: N/A
AT EEX 0O F H# OsY OR L
Radiological control areas available? Yes No
3 BERBESKE |0 ERFBERFERIE6FITES (=5

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

O EREEERGFRAFEOFICES MIUEERRS)

Conforms to Article 9 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Radiological Pharmaceuticals)
O ERFHERFRAZE 1 OFITHEHS (BEFXD)

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

CEE)
1. TREROBE] ORMZDVT, XD (1) (2) zHFTH &,

(1) HEFRBEAOEYEER WMEEETHE)

(2) WEROTFER

TE. EEROS EMSMEERMRS @iﬁAl AT BRI EH A LR
THIE,

2. TEAZHAERSOBERK] (TOLTIE, ﬁ&%T'IEEEunUD&BZDiﬁAI (. K&t
Mi@[ﬁ@’ﬁ“%aﬂ%ﬁ’éuto

. THEEREESRI] 2O0WTIE. ZETBERFOEEGRRZET



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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XXXXXKXX

HOKXKXK, XX XXX -XXXX
Phone: XXX-XXX-XXXX

Database Updated 06/06/2006

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

Center for Devices and Radiological Health / CDRH



