(HESZERRPI)

(55 549 &)

Chinese Medicine Ordinance

(Chapter 549)

S G B MR R R

(rpREEEfRpl) 55 124 R
Application Form for Variation of Registered Particulars of Registered Proprietary Chinese Medicines

FEZ4RTR
Ref. No.

Section 124, Chinese Medicine Ordinance

PN/ Hsik By

My company, (A\F44%% / Name of company) is located at
(A EHHE / Address of company )

FiiFan SRS R IR/ Rk AL SR o HER S

Our company’s Manufacturer Licence number / Wholesaler Licence number in pCm® is:

SN

2

R 3E I LU EORHE HH a8 O A RE o R

registered proprietary Chinese medicines (pCm)

HY & Ml 5 1% 2

The following information is provided for application for variation of registered particulars of the below

trpEELE(T 0 [ ]
PR Zey i
Name of pCm (English)__[ ]

Trademark Text

Product name

HHIES T PRSI E ) B R T Rk

Its registration number of pCm listed in the Certificate of registration of pCm:

HKC-

FORFHFEESHVEE* (TEOREN R —IE » WAk EA R eE H V&R )

Item(s) which apply for variation* (Supporting documents in related to the application should be submitted upon

application, can select more than ONE item)

R R e B (&

Name and quantity of its excipient
FiaHk
Indication

fREEE (PEERBT) 5 26 FRAAEIFRAVEER - B EATRRY:-

Labels i.e. the particulars as listed under section 26 of the
Medicines Regulation) include but not limited to:-

FENLAY RIS S5 Trademark text of the pCm
sBHHEFFA A Certificate’s Holder
BSR4 B AT S

Name and address of its manufacturer(s)

HAth Others: (555FHH Please specify)

{ Chinese

O oo O

FirgsE

Specification

& R(ERTTA

Dosage and method of usage

St (B BRI RSN
EimAtERY)

Package inserts (including those to be
supplied for its sales inside and
outside Hong Kong)

ThRE B EEHE

Function or pharmacological action

g D ERE HIH E » AN RN RS IERE AT /30 XK /60 X& A8 -

Our company wishes the variation of the above item(s) takes effect immediately / 30 days / 60 days™ upon receipt of

confirmation of approval.
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G L

Declaration

L AN/ AFWIERE ChBLERED) 5 153 1858 3 FRINE, ARMALER P EEE R H RS a4 TR Bk,
FESEIE AR H A i 2 i R et AR S R R PR s i, RIEIUAR, SommlEss 6 ARSI LRSS 2 . AN
B SA NI KIS, WS PR O RS R A
I/ Our company understand that according to Section 153(3) of the Chinese Medicine Ordinance, any person who, in making
an application to the Chinese Medicines Board or in giving any information, makes a statement or representations which he
knows to be false or does not believe to be true in a material particular, commits an offence and shall be liable to maximum
penalty of a fine at level 6 and to imprisonment for 2 years. I hereby declare that all the foregoing information in this
application form is full, complete and true to the best of my knowledge and belief.

2. AN/ REWIEWAN /A" R H S S RE R SR O e I R SO, A L) B SOE S ZE R
A HIHE 1 51 B SR AR EOR, RS RERERAERAGHAN / A5 FRCFEmE, AN/
N AREREAE A IE AN E i HII, D9 RBEIE T € I SCFR A rh e 4, R AR SRs o 41 T F S o
I/ Our company understand that if I / we have not submitted all the required documents for the application for variation
of registered particulars, or if the proposed variation(s) is(are) against the requirements of the relevant guidelines stipulated
by the Chinese Medicines Board, the Chinese Medicine Regulatory Office of the Department of Health will issue a reminder
to me / us. If I / our company cannot submit the required documents to the Chinese Medicines Board within the specified
period stated in the reminder, the application will be deemed withdrawal.

3. AN/ AFEWIHES S EEE AR B O, — DS A AR R H T DA R A /v A BN 2 0
S B P BRSO AE R A
I/ Our company understand that submission of this application does not mean approval has been given. The effective date
of the variation is shown on the notice issued by the Chinese Medicines Board/Chinese Medicines Committee.

4. BN/ ARSI B ARG, E BT se RS8R, Wonl sz A nl 2 Bt R RZ P R .
I/ Our company promise to recall or cause to recall, to the extent reasonably possible, the pCm already supplied before the
relevant variation takes effect.

NEEBEANYEE B4k EE
Signature of the person-in-charge of the company™ Contact telephone number
AEEFAEAT (IEF%) NEER
Name™ of person-in-charge (block letters) Company chop
Tz H
Position Date

PR W& M2 o Please delete as appropriate.

* SR E I ZERS AN Y 9E Please tick M in the appropriate box.

* WLEE R 2 E L T R SE I R S AV BAHAT © This signature and name must be same as the one on the Application form for registration of pCm.
(L DA BB R R AR AL B 55 S S e s e i 25 2 ) - HEMEME A 3L - Note: The information is provided by the applicant for

reference purposes in connection with an application for Variation of registered particulars of registered pCm. The authenticity of this information is subject to

verification. )

IR A RIS FYIEE For Office Use Only
HHEH Date & oo ST EREEE Paid applicationfee & ...
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EERBHANRENEMSHERAANEFE » TARHFEHEHERAEAER
This page is only applicable for application for change of certificate’s holder and
to be filled by the new certificate’s holder

HEMEBHEEA A ER Details of the New certificate s holder:
4N\ H] %4 % Name of company

7\ =] #f i Address of company

P ¥ S S8 PR 1E  Business registration number of the company

o ok £ 3k P R O/ o Bl A % R R TR G R

Manufacturer Licence/Wholesaler Licence” number in pCm

et HE A A E

New Certificate’s Holder Declaration

1. RAFEIAEH SIS L H LR - KRS Bt Pl — VIR AR -

I hereby declare that I will take all legal responsibilities of the pCm starting from the date of the new Certificate issued.
2. 7 NBURE be i AR T - S TR R B AR B - B -
I hereby declare that the master formula, the manufacturing method and dose form of the captioned pCm will remain
unchanged since the new Certificate is granted.

3. ANBHBEME (hEZEMRET) 55 153 7R3 3 FREVRE Eﬁ)\f ﬁ R EELH R HH SR B AE TR TR - A2 EF
EE 1 2 (R AH Emﬁﬁﬂﬁﬁiﬂjﬁ'u  BVEIUTE » B TR S 6 SRETRI BREE 2 4F - RATVEHIEA AT
KIS - SR ERI B R T2 -

I understand that according to Section 153(3) of the Chinese Medicine Ordinance, any person who, in making an application
to the Chinese Medicines Board or in giving any information, makes a statement or representations which he knows to be
false or does not believe to be true in a material particular, commits an offence and shall be liable to maximum penalty of a

fine at level 6 and to imprisonment for 2 years. | hereby declare that all the foregoing information in this application form is
full, complete and true to the best of my knowledge and belief.

NEIRENEE 4k B A
Signature of the person-in-charge of the company* Contact telephone number
ANEEFEANEHS () NEIEE
Name of person-in-charge (block letters) Company chop
JAir H 4
Position Date

EE 1SR 8 F {2+ Please delete as appropriate.
ONEFEFANTBHEFGATNETE - 5% ABE=E - Person-in-charge of the company should be the owner, partner or director.
(5 DL BB S HEs AR AL E F ey G I st e s 28 2 M - EEAEME A RFEEE < Note: The information is provided by the applicant for

reference purposes in connection with an application for Variation of registered particulars of registered pCm. The authenticity of this information is subject to
verification. )
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