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AR 2

PEOPLE’S REPUBLIC OF CHINA
23 th O 45 R
CERTIFICATE OF A PHARMACEUTICAL PRODUCT
(CAEF E B Attt i 2 i)
(Pharmaceutical Product Approved in China)

This certificate conforms to the format recommended by the World Health Organization (WHO). It
establishes the status of the pharmaceutical product and of the applicant for the certificate by the national
certifying authority in the country. It is for a single product only since the manufacturing arrangements
and approved information for different dosage forms and different strengths can vary.
ZAERF A A TAEA S (WHO) HEF MRS 2. 1Z30E WA B 108 S 24 R0 HR s A AbF B K 25 1AL
EREVEEA . T ASFEIFRLANAS RS (1007 i B HE MRS ST REA P AN, R AIE B A&
T B

e e
Certificate No. P
HECTE /MU (G ERER | iy,
MDA AR A TF]

Importing Country /Region

(Requesting Country Y
/Region)[Not disclosed to the

public]

77 i 44 Bk 5 7 2 s
Name and Dosages Form of the

Product P

R B Y SR HE RS A 44 (Brand

name in China)

B E /M X B 44 (Brand

name for the Importing

Country /Region)
Y SHURCRA M ATFD | ey,
Active Ingredient(s) and
Strength[Not disclosed to the
public]




AR RHE A Y 72 3R A0 T 4
% CATEERD [ASXEANATT]
For complete composition
including excipients, see
attached[Not disclosed to the
public]

3L

A e ARG VR T AE
BEA T EAE

Is this product licensed to be
placed on the market for use in
China

A S DA E TN

Wi FAEH & (Yes) (

Is this product actually onthe | 75 (No) ( )

market in China

PSS (RN B ‘

NI g AT = S

) JALHERS A

Number of product license o

(DMF number/filing number) | X

and date of issue

Zyfh EVFATREE N (AFRA | 4k HC:

Huhb) Name ﬁi .

Marketing authorization holder | ik B

(name and address) Address | B

L
EE W
e 4B Hahk, e | Name \

CERGES e I

Name and address of the éfc 7

manufacturing  site(s) and 2

activities, see attached Address s
and e
activitie
S

TEBH 2 J5) 2 15 0 1% 24 i R 52

B AR = AV gE AT S A A

Does the certifying authority 7 (Yes)

arrange for periodic inspections

of the manufacturing plant in

which the dosage form is

produced

SEWTREERR I (46D

Periodicity of routine

inspections (years)

ISR A (AR R A

Has the manufacture of this &= (Yes)

type of dosage form been




inspected

AR MEE R B &
WHO HEF7 K24 il A7 o
e B/ 7& (Yes)
Do the facilities and operations
conform to GMP as
recommended by the World
Health Organization

i AT R B 15 B2 75
JRAIE 2 JR Y R

Does the information submitted
by the applicant satisfy the
certifying authority on all
aspects of the manufacture of
the product

& (Yes)

ZEAUEM] LR AT A e AR E A SChrdE, CAEh BB AEN, #EVFE D E SN T8
o 1z il A SZ PR o

This is to certify that the above product(s) comply with the relevant standards of the P. R. China,
have been registered and authorized to be sold in China. The exportation of the product(s) is not

restricted.

EHT A RO 2=

This certificate remain

valid until
CZ H:
Name YL,
Hio ik LS
Address P
S

ER 2 }I;;lepgne number

Certifying authority
Fax
% F
Signature
w5 H
Stamp and date




Ft 2
AR 2

PEOPLE’S REPUBLIC OF CHINA
23 th O 45 R
CERTIFICATE OF A PHARMACEUTICAL PRODUCT
CRAE P B 35 e BT 2800
(Product Unregistered in China)

This certificate conforms to the format recommended by the World Health Organization (WHO). It
establishes the status of the pharmaceutical product and of the applicant for the certificate by the national
certifying authority in the country. It is for a single product only since the manufacturing arrangements
and information for different dosage forms and different strengths can vary.

ZAERF A A TAEA S (WHO) HEF MRS 2. 1Z30E I B 108 52 24 R0 HR i A Ak F B K 25 1AL
EREVEEN .t T AN RS R R 1R 7= it B HE = RS BT REA BT AN R, R e A e B A& T
B i

uEP g5 L
Certificate No. P
O AR (R R OE R | ey,
H DO A AT

Importing Country /Region

(Requesting Country L
/Region)[Not disclosed to the

public]

P A Bk S s
Name and Dosages Form of the :
Product ESE

HECE /X P 4 (Brand
name for the Importing Country
/Region)
R SRR AXT AN ATF] | iy,
Active Ingredient(s) and
Strength[Not disclosed to the W,
public]




BLAEAEHE A 0 78 B 40 J7 4Lk
(ATREER) [ARANATT] L
For complete composition
including excipients, see
attached[Not disclosed to the L
public]
224 e 15 3RSV AT 7 B 52
Wﬁ%iﬁﬁ
Is this product licensed to be % (No)
placed on the market for use in
China
2y A A AR, HihEATAE | AR HL:
PSP Name HE
Name and address of the Wtk K 2R PEVES) s
manufacturing site(s) and Address and
activities, see attached activities P :

ARAE R ] 358 P4 Y A ) 2L
Why is the product not
registered in China

P T T E DU B O

The product has been developed exclusively for the treatment
of diseases outside of China

P AL 7T A BRI, DASCHEE Hh [ DA RS E 2R A T
fReE O

The product has been reformulated with a view to improving
its stability under specific conditions outside of China

PR AL TT A P, DARR AERE L E R BRI FRE O
The product has been reformulated to exclude excipients not
approved for use in pharmaceutical products in the importing
country

S FIBRE] O

Restricted by patents

FAR R (hEss) O

Any other reason (Chinese and English)

TR 24 Ry 75 0 1% 245 i FR) S B
Az A b HEAT R I
Does the certifying authority
arrange for periodic inspections
of the manufacturing plant in
which the dosage form is
produced

& (Yes)




IR A ] ()
Periodicity of routine
inspections (years)

BERG R A  e Sh B
Has the manufacture of this type
of dosage form been inspected

= (Yes)

AP R AR R BT &
WHO HEFF (1125 i 27 i B
B0 INeR

Do the facilities and operations
conform to GMP as
recommended by the World
Health Organization

= (Yes)

HE A TR A 15 B2 105 2
R 24 =) B 5K

Does the information submitted
by the applicant satisfy the
certifying authority on all
aspects of the manufacture of
the product

&= (Yes)

ZEAEW] RS S ORAE R BB E M, MOREEN T E 1. %7 AN B2 BRI

This is to certify that the above product(s) is not registered in China and not authorized to be

placed in China. The exportation of the product(s) is not restricted.

RS ¢ S ES
This certificate remain
valid until
LiD'E
EA S
Name HE
HC
Ho ik
TEW Y Address L
certifying authority
S
Telephone number
e H
Fax
% F
Signature
2w 5 H )
Stamp and date




Ft 3

PHAGEAD
()% (0ikE. 64%) HELEERS

& @22 BB #DHTP LG

PEOPLE’S REPUBLIC OF CHINA
( ) MEDICAL PRODUCTS ADMINISTRATION
Written confirmation for active substances exported to EU

Confirmation no.(given by the issuing regulatory authority):

UL SO 5

1. Name and address of site (including building number, where applicable):

T A S (AR T 5):

2.Manufacturer's licence number(s):

(AP VFATIE) 25

REGARDING THE MANUFACTURING PLANT UNDER (1) OF THE FOLLOWING
ACTIVE SUBSTANCE(S) EXPORTED TO THE EU FOR MEDICINAL PRODUCTS
FOR HUMAN USE

WEH 1 B g A Al A= (171 8 T S R 1 N U2

Chinese drug
Active substance(s) Activity(ies) | approval number!
JREIZ % (s ) M5 | HEZ IS/
Bit s

THE ISSUING REGULATORY AUTHORITY HEREBY CONFIRMS THAT:

25FE I«

This manufacturing plant complies with the requirements of the Chinese Good
Manufacturing Practice (= GMP of EU, WHO/ICH Q7);

ZARNFTSENE ) GMP 75 H1 E 24 5 GMP 25K, S5 [FTRCE L T DAL ICH
Q7 ikt GMP 3K

The manufacturing plant is subject to regular, strict and transparent controls and to the

UL T R 2GR A IS O .

Record “none” in case where there is for export-only active substance.



effective enforcement of good manufacturing practice, including repeated and unannounced
inspections, so as to ensure the protection of public health ,which is at least equivalent to
that in the EU; and

BT LA E W R AE W] A R DL RO AT 25 i GMP B S i, A
AN AT A, BRI AR, HACH SR = IR

In the event of findings relating to non-compliance, information on such findings is
supplied by the exporting third country without delay to the EU.

IR IAEIAE DL, K2 B R B AT T

Date of inspection of the plant under (1):
XPZAE L) kA ) H -

This written confirmation remains valid until:

ARUE B ST A R0

The authenticity of this written confirmation may be verified with the issuing regulatory
authority.

R AU SO BT SEPE AT DL A SR A A A

This written confirmation is without prejudice to the responsibilities of the manufacturer to
ensure the quality of the medicinal product in accordance with Chinese law and Directive
2001/83/EC.

22 [ rh [EAH VAR LA ER BE 2001/83/EC 4554, AR5 B 40 24 it BT B 7 57, TR AN
A P RAT IR DT .

Address of the issuing regulatory authority:
BRI

Name and function of responsible person:

T NLEA S

E-mail, Telephone no., and Fax no.:

HF IR IS, B

Signature Stamp of the authority and date
B BRERT ] ok 7 5 H
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