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SELF-DECLARATION BY MANAGERS OF FOREIGN

MANUFACTURING FACILITIES
| {(BEREE®

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 perfoi'ming, 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.

MER) TEDERFIL (EFF) ITHZ2ITHED BR) ThHhUY. ?ﬁﬁﬂ%?‘!%d)*ﬁ‘ﬂl %
59, (BR) ITERSNIEHBICKXELZE-ITREESXEISHAESRE AL,
BFELEEFERLTVENI EEEELET,

Name of facility:
Address of facility:
Date:

Signature:

Printed name:

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

regulations in my country of residence.
M) COECEEZR. EFOZHEQRHALEIC 35(1’%)7“74/\/—! B9 5
RA. ERICEYTRA. XIEASICET R }'H:ﬁﬁﬂ'é'f—&) EETDRZEEIC
BATRHIDIDTHS.
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Personal History of Responsible Person

{ERE A Date A _

HEEK A Name

B4 Title

AR OB
/) | Name of Facility

tEOED () HIZBITLIEEE., LTOEHY
This is to state the personal history of the person above.
Employment History in . (Company name)

#iR8 From-To Bifz 482 Status/Responsibility
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Product & Process List

BEFROG#  Manufacturer :

HETE (‘Appli(éable Manufacturing Process)

& B
No. | Product Category #HIIT BE ' uE F
| ’ Assembling  |Sterilization |Package and
| Labeling, Etc.

GER)

1. TRE] BISE, EESBSORZLERRLA TH—RUEHEOUIOEED
EETEL, ‘ |

2. THETRE] Wk, REICHGT 2EMETROBHICxMEAND,

3. BH. EYBEEUIZOREITOVNTIE. MRNETEOBELERAT I L.
Notes

i

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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HERERUNATECETIEN

Product & Process List

HERDATR  Manufacturer :

BETFE  (Applicable Manufacturing Process)

No. &8 BHRABRE |9F(vrasomurss.) KR
Product Category Bottling Packaging and Seals * Labeling

) cEE)
1. TRE] OBIZIE. AASHEEEROREE 58 LA TH—RUSHE, &
BOBEOEETEL,
o, THLETE) OFIit. SEICHET 3EMNETEOEFHI-XxNEAND,

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 carrie.d out of the
product. '



(=111

E#RICoONT

E'J Ill\\

BERFEOBME—ER
Facility Building Outline

1 BEEFOME
Outline of the facility

AIEDESY

‘As per attachments

2 HEMOREHRE

O#%Y

. OREBROEE O L
(.,,/) Manufacturing Equipment Sterilization performed? Yes No
HYDBERAEDCES (. )
If "yes," provide §teri1ization classification
QOREEREBERSHE mEEE
If sterilized medical devices are handled: N/A
MEBBOESSELY 7OHE OdY Okl
Controlled environment areas? Yes " No
3 WERBESKE |0 ZRSHERMHELE 4 EIES (— X 5)
Conformity to Requlrement Conforms to Article 14 of Pharmaceutical, Etc Building and
. for Buildings & Facilities  |Facility Enforcement Regulations (General) |
() O EREHEREHRIEUED2(10HE (RERS

Conforms .to Article 14-2 of Pharmaceutlcal, Etc Bulldlng and
Facility Enforcement Regulations (Sterilized)

O EREEERFERIUIE WEO3ITHEE BEEYS) .
Conforms to Article 14-3 of Pharmaceutical, Etc Building and

Facility Enforcement Regulations (Designated Organisms)

O ERSHELERERIE WED4IZES (BEERS

Conforms to Article 14-4 of Pharmaceutical, Etc Bulldmg and
Facility Enforcement Regulations (Packaging, Etc.)

(=

1. TESFROBE] QRIEIZ ST,

RD (1) (2) zFHTH&,




/”\,‘} 2. Indicate whether or not sterilized devices are manufactured, and sterilization category (if

(1) HEFREMANOERYEER WMEEETHED

(2) HEROFEER .
BE. FEFOS I —Vl— LR EUEBEDEEEELTVNAI TR
URERSDOBEICEREZZHA LEET S &,

2. TEEHBBOEERKE] COVTE, RESFOFE. HLITHLIBHEICIE. TORE
DEFFREHT I &, £z, RV RE TREEE#RIIAHL58E. HEREDE
BEBIYTORREZRNETLHI L,

3. MBERFEESRE] 220 TE., BHT IBERFOESRREZET,

Notes
1. Include the following for "Outhne of the fa01hty"
(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.

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.



Al 6
[#R=f1])

EABHEEESICDOLV T

 MERHOBE—E®
Facility Building Outline

1 HEFOHBE - |HEOLEBY

Outline of the facility /| As per attachments
() |2 mEmOMERE | REGEZSEEIEE 00 Ok
Manufacturing Equipmeni If radio pharmaceuticals handled: N/A
| RS EERBOFE O&xY O%L
- Radiological control areas available? Yes No
3 BERFEEERE |0 ERFEERFERUVFEERICES (—HE5)

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

O EREBERFERAUEIRICES (RHMKERRZRS)

Conforms to Article 9 of Pharmaceutical, Etc Building and
Facility Enforcement Regulations (Radiological Pharmaceuticals)
. 0 EREHEREEAE 1 0&CES  (AEERS)

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

GEE) |
1. TRLEFROBE] OREICONT, RO (1) (2) 2HEATE &,

(1) BEFSBAOEYEEY MESETHH)

(2) BEROFER | | |

. FEFROS LAMEESR S OBSICIERAEEERE£HA LES
TBHZE, -

o, T BBEEZEROEERE] 2OV TE. HAMEESOHDEEITIE, A
EEREOEELEHTI L. ‘
3. TEERBEARKR TOVTIE. RS IEERBOEARRERT
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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
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: ,
XXXXXXX XXXXXXXXXXX TECHNOLOGIES
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- KXXXXXX, XX XXXXX -XXXX
Registration Number: XXXXOXXXX
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Status: Active
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Owner/Operator Number: .
XXXXXXX - .
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"Phone: XOXOK-XXX-XXXX
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