DEPARTMENT OF HEALTH Bt BN E

DRUG OFFICE FEARE R Be g 8

LICENSING AND COMPLIANCE DIVISION SRR S
MANUFACTURERS REGULATORY UNIT
ERBFELITE S

Room 3817, 38/F, Revenue Tower,
7
5 Gloucester Road, Wanchai, Hong Kong . .ﬁﬁﬁ KA 38 1 3817_ =
Tel: 25947647  Fax: 3904 1225 Wah 0 25947647 fHE : 39041225

Request Form for Assessment of GMP Compliance for Manufacturer
Outside Hong Kong by the Drug Office

FOREYR AN EHER A MTTNEUERTETT GMPERIRFEN S

A. General Information

1. Category: L1 Application for initial registration of pharmaceutical product
Vil SRR FE R
L1 Application for change of registered particulars
HAGEMEFIFHY R
[ Application for renewal of product registration
SR ST FR 55

2. Name of the product(s) & Hong Kong registration number(s), if applicable:
SRS R R R MRS (A )

3. Name of applicant:
SE PN AL

4. Address of applicant:
FAEE AR -

S. Information of contact person of applicant:

FEE ARVBR4E NEDRY

Name: Telephone number:
P EEEh T

Email address:

EH AL
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B. Information of Manufacturer Qutside Hong Kong & Product(s)

.. (LT AL MBS Y R SER By B

FEEHBISMITHI RIS A

1. Name of the manufacturer outside Hong Kong:

B Se Rt

2. Full address of the manufacturing facility:

3. Postal code of the manufacturing facility:

BB R B TS -

B iR BRS¢

4. Telephone number of the manufacturing facility:

*WGS84: World Geodetic System /T 5L H AL FE 247

HYEHEE S A TE 5 SR AR

Latitude &&/&

5. Global Positioning System (GPS) co-ordinates of the facility in WGS84* format:
BB L WGS84* IR R E L R G AT

(in decimal degrees, to at least 4 decimal places, e.g. latitude “22.279800” & longitude “114.171800” represent Revenue Tower, 5 Gloucester

Road, Wanchai, Hong Kong where the office of Manufacturers Regulatory Unit locates)
(ORI R BEAL » /NECRE R R DETBATI B > BIN4EE T22.279800 ) FR&SRE T114.171800 ; BN RAUEEpg R 7 4HIR A Z MR

Longitude £&E/% :

6.  Type(s) of products in this application
I ER R AT SE RS Sy 0 R

N A EER B

N B2 g 8 o,

] Human vaccine
NGRS

] Pharmaceutical substance
EEmYra

] Medical Gases

YR YE kT

[] Human biological pharmaceutical product

[] Human chemical pharmaceutical product

[] Veterinary biological pharmaceutical product

[] Veterinary chemical pharmaceutical product

IR wie 2 ikt
[] Veterinary vaccine

ey bR ]
[J ATPY- gene therapy product
FeiE AR - AR AR T
[0 ATPY- somatic cell therapy product
SR AR L — ACHIAE R A B
[0 ATPY- tissue engineered product
Je A REA R L - A TR R

ATPY: Advanced Therapy Products
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BEEER AT SE R B S AR 2

7.  Dosage form(s) of the product(s) in this application

[ Others, please specify:
HoAth > SHEERA

HARE T4 - SFaE

Sterile product(s)

EgESE

[] Injections L] Vaccines [] Eye drops
phE gLl A TR

[] Large volume parenterals (in volume of at least 100ml)
REETIHE (FEADH 100 Z27F)

Method of sterilization or preparation

R BB BT A
[] Terminal sterilization: [] Moist heat [ Dry heat [1 Radiation
AR - REL HEEL LEER)

L1 Aseptically prepared with sterile filtration L] Blow / Fill / Seal
DL R e R e B R E e

SH EHE S RE
WY AL

[] Other sterilization method, please specify:

Non-sterile product(s)
FEIR R B

[] Tablets / capsules
Ak Vg o

[] Buccal & throat preparations
1 B Fuli AL R A e FH S

] Creams / ointments
HAETHER

[ Gas cylinders

(] Oral liquids (including granules for oral liquids)

AR AR (/B 1 Al B ] FH R AR )

[ External liquids
SN RG]

[ Rectal preparations

LR FH

[] Others, please specify:
Bt - 5FEEA

facility:
v dii s L e

(please indicate location in the layout)

(GEAE V-1 fEl_EEERHAT D

8.  Total number of production suites in this
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Number of production suites involved in this application:

R ERE -

(please indicate location in the layout)

(GEAE-V-1 fEl_EsERHAT D

FH S BRI ZE R B e S A N AT B S B R & 2

10. Any of the production suites in this facility inspected by a regulatory O Yes &
authority in the past 3 years? [ONo &
BE=F - WREECA R4 ER Y BREHEKE ?

(If the answer is Yes, please provide a list of inspections)
(CAREZER TR, - HREFEYHARKER)

11. Total number of products registered in Hong Kong which are
manufactured in this facility:

FH s B AE Y 7 AR T S B R

12. Total number of registered products manufactured in this facility
(including those listed in this application) being supplied to Hong Kong
in the past 3 years:

AR = IR EUE N B AR R MRS AR 8 (B E
a8 TSI SRR )

13. Any of the products in Answer to Question 12 being supplied to the [JYes &
Hospital Authority, the Department of Health or other Government [INo &
Department(s) under contract in the past 3 years?

A BT AR EMERRnERE =F R aOETRE

HF ~ FEZREMBTER ?

If the answer is Yes, please specify the name and registration number of the product(s):
WMREFER T2 - St AR SRR A8 SRR -

14. Product(s) manufactured in this facility allowed to be marketed in the Yes &
country or region where the facility is situated? ONo &

If the answer is No, please provide details:

WREFRFR &, - FiREER
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15. Any quality related drug recall in the past 3 years? O Yes &
BE=FERGRERNRREKEEY) ? ONo &

If the answer is Yes, please provide details:

ﬁl:[%fl;_;;éj rIEJ ’ ,T/\EEF“ZEH k+’{'

16. GMP certificate or status suspended, OR marketing authorisation or [ Yes &
equivalent relating to the products from this facility suspended or [INo &
revoked in the past 3 years?

BE=F > GMP FEXEGAINIUE T Y58 m - SRR E
SRS HBE S BT T SEFT AR & o O R 7 S SR ?

If the answer is Yes, please provide details:

WREER T /E, o AiRtEER

17. Any PIC/S Member Authority has been invited to conduct inspection to  [1 Yes &
any production suite in this facility in the past? ONo &

BE Y EEERPIC/SE B LS A R MR ERE TRE 7

(If the answer is Yes, please provide details, including whether inspection has been conducted and the
related details)

(If the answer is No, please provide the reason of not inviting other PIC/S Members Authority to
conduct inspection)

(CAREZER T - HREER - BEESEETKERAHRER)
(R EEF F§J  SATREIRA BEEPIC/S & B T AR FA )

Note: Please use a separate sheet if there is insufficient space to answer to any of the above questions.

st - RIS ZERABEA > 55 ReRE % EalE -
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C. Required Documents and Information

7 =

E'fi‘ﬁlyj = )/\

Please ensure items, in English or in Chinese, in the following checklist have been submitted
with this request form.

satEpR N IRBIRATEE RIS CRXAR XA ) ELRLHFR—FEEX

Item / THH

1. Hard copy of an up-to-date Site Master File; and the soft copy in PDF file formatted to be
searchable.

BRI F 30 (Site Master File) B4 » DU H Al A& ZU(PDF) XA EE 518
% > AN R RN Y b A rT = -

2. Legible coloured copy of layouts of the manufacturing facility (including production, quality
control, storage and ancillary areas) of at least A3 size; and the soft copy in PDF file formatted
to be searchable.
sl FHEIEF ERIA (BFEARE - sBEER ~ fF B ) - Z05WmlE - i R
DIREE A3 > DU AR A SRS ZU(PDF) SV B T1EZE - SO 2 URE BT
R = -

3. Alist of GMP inspections by other drug regulatory authorities in the past 3 years, including the
date and name of authority for each inspection
W = A H M BEY R MR T GMP BB B (B IO E Y H B Rt
1)

4. Copy of manufacturing authorisation, or relevant documents
B P AR AT T SAH R S

5. Master formula of the product(s) in this application last submitted to the Drug Registration Unit
of Drug Office
BT — I R B AT SRR R A T S N == Sk Tt o S SR RRBC T

6. Method of analysis for all tests stated in the specifications of the product(s) in this application
last submitted to the Drug Registration Unit of Drug Office
BT — I L B AT AP SE R e A8 T S A 2 S M o SH AU RS ER h H T HE Y
BT A I BB A 704

7. Process validation protocol and report of the product(s) in this application
I HR S AT SR i TR RS T S

8. Latest report of product quality review of the product(s) in this application
IHE HR & A S B e Y B [ e s

9. Certificate of the release of biological products or vaccines issued by competent authority (if
applicable)

HE S A A Y R s Y TS = (A )

10. Declaration provided by the manufacturer to confirm that the drug regulatory authority of the
county or region where the manufacturer is located has been informed or has no objection to
the PIC/S GMP inspection of the manufacturer by the Drug Office.

BUEREEREALAVEREH - MRS PT E R R B B AV EEY) B B B SR BN R FHEEY
N BUER#E{TPIC/S GMPHRZE

Note: Other information not included above may be required on request.

st © AEEG IR HE N IESIL R AT EAE R -
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D. Important Message to the Applicant regarding Inspection at Manufacturer Qutside Hong

Kong
1. &8 AU BB DM RS RG T R B Y E R

The Drug Office of the Department of Health is responsible for providing executive and professional
support to the Pharmacy and Poisons Board of Hong Kong in drug registration matters. Upon assessment
of GMP compliance as requested by the applicant, the Drug Office GMP inspectorate may consider the need
of inspection, and inspection may be arranged only when it will not affect the Drug Office’s schedule for
inspections of local manufacturer by the Drug Office. This inspection is carried out upon the request of the
applicant of the initial product registration according to Regulation 37(3) of the Pharmacy and Poisons
Regulations, Cap. 138A, Laws of Hong Kong or correspondingly the request of the registration
certificate holder of the registered product(s). The whole inspection process includes preparation
work, on-site inspection, report writing and review. The applicant will be responsible for the cost of
inspection of the manufacturer outside Hong Kong as stated in this request form. The cost of
inspection will depend on multiple factors including the location of the manufacturer, type of the
manufacturing facilities, etc. This will be calculated on a case-by-case basis for full recovery of all
cost associated with the overseas inspection such as staff cost and travelling expenses. The charges
are non- refundable.

If inspection is required, Drug Office will inform the applicant for the cost of the inspection and
payment arrangement after initial review of the supporting information.

RIE B LY N E R S TR L B R R K i A e e B TR B SES TR - S5 S
ZEGMPR AR GMP & B2 TR e M 2T E - MAMKERA GRS
SEVIY N R AR SR R S FEE L MR 2Pk - B A R AR B L o) R a8 ARy
FORIARREATEDEE 138A B (HERZE K8 iifil) 25 3TC)RAVIIEHETT - B HS
SO S T A ek MRS A A ANRVEDRIT T - B (AR A S iE A et T0F - &
HAKE ~ FREEER R o i NERIEAZ K E LR EEY A& &SNS R FTAE ] -
REEHACANRZINE - GfRBUSERRT e - JEEEOH % - sTRE S gREEE
FEN  DEBUelgsMEERTPER (FIIETEM - HERES ) HAWREE - B8
HUEAEA RS

MFEETRE - VRN EE AR BRSO %1% - Gk AR EE A K
(K25 -
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E. Declaration of Applicant
== H

=

We wish to request and confirm accepting the Drug Office GMP inspectorate to conduct assessment of
GMP compliance when required or upon request, including but not limited to inspection of the
aforementioned manufacturing facility (after confirmation of quotation), and to provide the documents
as required. We hereby also declare that the information given in this Request Form is true and correct.
BA TR R R 3 <2 ZEY) 3 N 28 GMP A B 40 AE 0 B BB SR IETTOMP S AT - BFE{E
APRFY A ol BISEaC T (PAERR IR ) - WHESRR M - IR L A E AT
IRV AR - B E R -

Signature: Company Stamp:

HE INEJEED
Date:

Full name of signatory: HEH -

wENEH

Please submit the completed form together with the relevant information to:
Senior Pharmacist, Manufacturers Regulatory Unit,

Drug Office, Department of Health,

Room 3817, 38/F, Revenue Tower,

5 Gloucester Road, Wanchai, Hong Kong

SRHEZ IR E R ERHERR T ¢
B ETITE S 3R

TRFSAHE 38 15 3817 =
REBENAE

FERR R B g

BB B el

SE €l
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Statement of Purposes
R EEH

Purpose of Collection
WEE R HEY

This personal data is provided by applicants for the purpose of requesting assessment of GMP compliance of

manufacturer outside Hong Kong by the Drug Office. The provision of personal data is voluntary. If you do not
provide sufficient information, we may not be able to process your application.

3 A\ RIEZOREEYI N = SR AR DL M T Y B S r A TOMP S PR K E RS, - SR
HEREREAYE A ER - 8 ANE R B R - AURIRA R TE AV E R - T a] sE AR B R Ay
-

Classes of Transferees
e - VWG OL il

2. The personal data you provide are mainly for use within the Department of Health and the Pharmacy and

Poisons Board. Apart from this, the data may only be disclosed to parties where you have given consent to such
disclosure or where such disclosure is allowed under the Personal Data (Privacy) Ordinance.

IRATER BLEY(E Nk - ERHRAEBMEERZE kFEEEHFEEN - Rtz BLERTE AR
FEREHERGERE - SURRE ((EABRRRDRGT) eI N e -

Access to Personal Data

ERIEA

3. You have a right of access and correction with respect to personal data as provided for in sections 18 and 22

and Principle 6 of Schedule 1 of the Personal Data (Privacy) Ordinance. Your right of access includes the right to
obtain a copy of your personal data. A fee may be imposed for complying with a data access request.

R4 CENERIELR)GRBT) 551815 S 225 DLR IR 1 5B 6 R R » IR REE B S AE IE(E A& -
BFEAREAUS IR LRSS T AT B N &R} o EIRAVE R ERIEOKM IR &R - AT RE S H
rEuE A -

Enquiries
A
5. Enquiries concerning the personal data provided, including the making of access and corrections, should be

addressed to:
BRIFTRAHME AN ER (BREERE MEIEERHIVER » [EIEAL

Senior Pharmacist

Licensing and Compliance Division
Drug Office

Department of Health

Room 3817, 38/F, Revenue Tower,
5 Gloucester Road,

Wan Chai, Hong Kong.

Tel: 2961 8028

4

EREFELITESE
LIS AAE381H3817 2
(LSS b YN
IR R B2
[ERE Sl
TEaE 1 2961 8028
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Compliance with the Prevention of Bribery Ordinance

# <F (B AF BE P 0 6 )

Under the Prevention of Bribery Ordinance (Cap. 201), any person who, without lawful authority or reasonable
excuse, (a) whether in Hong Kong or elsewhere, offers any advantage to a public servant as an inducement to or
reward for that public servant’s performing or abstaining from performing exercise of his duties, or (b) offers any
advantage to a public servant while having dealings of any kind with the government department or public body in
which he is employed, commits an offence.

(P IEFRREMRGT) (FAEGIES 201 ) 5THA » (B A L& AREIRECE BRI (a) CF ST A AR At J7)
I AN H A BT - (F R H TECR S TIS HEA IREGER B - B¢ (b) BEBUN S FI8 A R A (0]
BHAARET - ()32 (@ % BUR EBF T80 A SRR A BRI A% - SBI0E -
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