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SELF-DECLARATION BY MANAGERS OF FOREIGN

MANUFACTURING FACILITIES_
HZEES

The undersigned acknowledges that_ he/she is the (efﬁcial 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.
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" |Name of facility:

Address of facility:
Date:

4 Signature:

Printed name:

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

|regulations in my country of residence.
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Personal History of Responsible Person

{ERL B Date

HHEEK% Name

§ 4 Title

HWEFORH
Name of Facility

EROED () #IHETIEER. HLTOLEY
This is to state the personal history of the person above.
Employment Historyin = (Company name)

#iE From-To B % Status/Responsibility
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WERERURETECET 558

Product & Process List

@iﬁﬁﬁd)%ﬂ? ‘Manufacturer :

%‘Jﬁlﬁ (‘Applic;a‘ble Manufacturing Process)

| & B . ‘
No. | Product Category #HIL T HE | & F
. -~ |Assembling  |Sterilization [Package and
) Labeling, Etc.

GEE)
1. TREI HIcE. ERBROREEERH LI THL—BULHZOLRDEED
SEETKRLY, ' ' ‘ .
2. TRUETRR) WISk, REICHEY SEHETROGERICXENZEANS,
3. B, EYEENREOREICONTIE. MENETROBRELRLT 5L,
Notes

1."Product Category" does not require the trade name of the medical device, the generic name or

i

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 procesSgs.
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Product & Process List

BLEFTOAF  Manufacturer

BETTE  (Applicable Mahufacturing Process)

|No.. & BHESERE |G (xyrupolTess.) BT
| Product Category Bottling Packaging and Seals = Labeling

GEZ) 4

1. TRE] OWIC. AN REERORSLEEH LA TL—BHuEehs, &
mDEEDEEHTELLY,

2. TELETIE] ORI (i~ B2 *Tm'g'%)%'izl_lfia)IFﬁLXEﬂ’&')\h%)

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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BESBOBE-ES
Facility Building Qutline

1 HEROBE
Outline of the facility

AEDEEY
As per attachments

2 HLSFTOREERRE

OREFZDEE O Y Ol

Conformity to Requirenient
for Buildings & Facilities

Manufacturing Equipment Sterilization performed? ~ Yes - No
- hYynEEREOEHE (1 )
If "yes," provide sterilization classification
ORHEERMBEERSIBE ENES-
- If sterilized medical devices are handled: N/A
WERBOFSEETUTORE ObY OxL
Controlled environment areas? Yes No .
3 WERBESKE |0 ERSHBERERAE 4FIEE (—HEE4)

Conforms to Article 14 of Pharmaceutical, Eic Building and
Facility Enforcement‘Régulations (General) |
[ ERSHERHRAS 4E02I08E8  (REES)
Conforms to Article 14-2 of Pharmaceutical, Btc Building and
Facility Enforcement Regulations (Sterilized)

O ERFHBERMRE 4FOIICEE (FELEYF)
Conforms to Article 14-3 of Pharmaceutical, Ftc Building and|
Facility Enforcement Regulations (Designated Organisms) '
O ERSHERFERAIE 4EO4ICHEHE (BESERES)
Conforms to Article 14-4 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Packaging, Etc.) |

(=)

1. TEROBE] QRMIZOVT, RO (1) (2) EFRATRIL,



(1) WEFHHERNOBYEER  EEETHHE)

(2) HEROFER | S
B, EEFD3B9 U —VI— LG EHNERBEOFEEELTVITUTR

 URERESOSAICEREREEANLEH TS L,

2. TEE#BOEERE] COLTIE, REFOFE. ATKICHIERICIE. TORE
OEEERHIT L, £, REVRETREEERSEIHIEEE. HEREDF
BEEI)TORBEEHTICL, | - o

3. MBERBHEAKIE ITOVTIE, AT IRERMOBESRRERT .

Notes ‘
1. Include the following for "Outline of the facility":

- (1) Diagram showing layout of all site buildings (aerial p'hotogr_aph‘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 ‘faicility

requirements.
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 BERBOEE-ER
Facility Building Outline

1 HEFOBE
Outline of the facility

BEDESY
As per attachments

'Wﬁ‘fﬁl’i%:ﬁ:é?&a'—%ﬁ . L DFEE

Conformity to Requirement
for Buildings & Facilities

2 BEFOHERE
Manufacturing Equipment If radio pharmaceuticals handled: _ N/A
| | M EEREOEE OsY OfL
~ Radiological control areas available? ~ Yes No
3 BERBESRE |0 ERSHERMRNECECES (—iER %)

Conforms to Article’ 6 of . Pharmaceutlcal Etc Bulldmg and
Facility Enforcement Regulatlons (General) '

O EREFEERFERAEIFIES (MHMEEEMRRS)
Conforms to Article 9 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Radiological Pharmaceuticals)
O ZRSEERMRAE 1 0KISES (BEFXT
Conforms to Article 10 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Packaging, etd)
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(2) REFMOFEEH

8. 1’E%Fﬁ®9%ﬁ§(§ﬂ$l’£%w[’\d)fﬁ“’l (TR EEERE ZH A L

ERCT

AN BREERORERRE] ITOVTIE. ﬁﬁc%‘f'l‘il’éﬁ:uud)&‘péiﬁAl &, ﬁ&%ﬂi
mﬂ[ﬁ@’ﬁﬂ’é"ﬁi?’é &

3. MgEREEERR |

SOVTI, BET OBERIFEOES ‘?R’&%E‘é’e,



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) . o _

2. For "In vitro diagnostic manufacturing equipment,” if radio pharmaceuticals are manufactured
indicate whether radiological control area are available . 4
3. Indicate the site's conformify to the. applicable in vitro diagnostics manufacturing facility

requirements.
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Establishment Registration Database

Establlshment
XXXXXXX XXXXXXXXXXX TECH NOLOGIES

L XXX XX XXX -XXXX
_ .~ Registration Number: X0OOXXX
( : - Operations: Specification Developer
| Status: Active
Date Of Registration Status: 2006

Owner/Operator:

XXXXXXXXX
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Owner/Operator Number:
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