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TREARLAE

PEOPLE’S REPUBLIC OF CHINA
- 7 JV A=
25 5 i O 4K AE L B
CERTIFICATE OF A PHARMACEUTICAL PRODUCT

(CEFEMHELTH @)

(Pharmaceutical Product Approved in China)

This certificate conforms to the format recommended by the World Health Organization.

ZAEIFF S AL (WHO) Ak 2.

g5 HC:
(Certificate No.) K/

HECTE/ MUK R ESRIOE | i,

K/ HX)

Importing Country /Region B,

(Requesting Country /Region)

P i 44 7 5 7 e

Name and Dosages Form of the

Product JEL :

i 4, i

Trade N o
rade Name S,

TEVE RS SRR [ A A b

It :

Active Ingredient(s) and

Strength[Not disclosed to the | J&3C:

public]

BIERRHE A e B AT 4 s

B CAIBERD (AR A ATF] '




For complete composition
including excipients, see

attached[Not disclosed to the RX
public]
2 AR A T IR VR AT/
tE 1 T d b A e (Yes) ()
Is this product strength licensed
to be placed on the market for
use in the exporting country
SR TCAENT | 5 (ves) ()
i A A
Is this product strength actually
on the market in exporting & (No) ()
country
PSS (RRZ &R ‘
) Bl (k%0 w7
Number of product license
(DMF number) and date of B
issue
3
BN
Bl B G LT | Name | 25
IARCIESZ SN @ZY 152152 )
Manufacturer or -
Product-license holder(name 3L
and address) H 31k
Address | T3
ey | T
R, BRSIREPE R | e | DX
If the license holder is not the
manufacturer, the name and i
address of the manufacturer
producing the dosage form is ik S
Address




EBA 4 R 2 5 R 2 i 1Y) 5
B A 7 Ak AT E A 2
Does the certifying authority & (Yes) ()
arrange for periodic inspections
of the manufacturing plant in
which the dosage form is
produced

SE IR 14 A 1)
Periodicity of routine
inspections (years)

AP IR AR R S T E 24
SAERE R EE A IR | 2 (Yes) ()
Do the facilities and operations
conform to the requirements of
Chinese GMP

ZEAEW] B3RP i R E rp e NRSEAEAG ChnitE, OAEP EVEMN, VR E TS . 1%
ity AN SZ PR Ao

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.

IEMI A RO 2

This certificate remain

valid until
% R e
Name P,
ook L
Address YE:
I

X Telephone number

YS!

. . £ =

Certifying authority
Fax
%7
Signature
ZEEHHAM
Stamp and date
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E YN EF 2
PEOPLE’S REPUBLIC OF CHINA
2 St O 4K & E EH
CERTIFICATE OF A PHARMACEUTICAL PRODUCT
(B A o Bt E b7 25 By R U2 ML)
(Unregistered Strength of the Pharmaceutical Product Approved in
China)

This certificate conforms to the format recommended by the World Health Organization.
ZAE R AR TAEA L (WHO) HEEE A% X

g5 HC:

Certificate No. K/

HE /M X (PR ESRIE | i,

K/ HX)

Importing Country /Region B,

(Requesting Country /Region)

P 44 7 5 7 e

Name and Dosages Form of

Product) JEL :

P4, i

Trade N o
rade Name Sy

TEVERT SRR AR A A ‘

3

It

Active Ingredient(s) and

Strength[Not disclosed to the | J&3C:

public]
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BARHEHE N e B AL T 4

B CATBR) CARXAMATF] |
For complete composition
including excipients, see
attached [Not disclosed to the | 5%
public]
22 AR R TR AT VR AT 7E
i E T B
Is this product strength licensed -
to be placed on the market for | (No) €
use in China
ZA AR R S C A A E
QAR -
Is this product strength actually | " (Noj C)
on the market in China
7 b S B AT I [R] HC:
Number of product license and
date of issue WY,
3
4R
VFalReA N (AR A
Manufacturer or -
Product-license holder(name L
and address) Ho ik
Address | T3
. e
A
R, BRSIREPE R | e | DX
If the license holder is not the
manufacturer, the name and e
address of the manufacturer
' - Hiy ik :
producing the dosage form is Fiir
Address




EBA 24 5 2 5 R 2 i 1Y) 5
B A 7 Ak AT E A 2
Does the certifying authority & (Yes) ()
arrange for periodic inspections
of the manufacturing plant in
which the dosage form is
produced

5E IR T 0 A )
Periodicity of routine
inspections (years)

PR TR E R B RS
[ 245 i A 7 ot B BRI A
BR

Do the facilities and operations
conform to the requirements of
Chinese GMP

& (Yes) ¢ )

TS AT T L e Hh B S T
Why is the product strength () | Specify in Chinese and English
not registered in China

ZRUEI BB SRR ARAE T BV, RN E T . 1% iR A2 PR A
This is to certify that the above product strength (s) is not registered in China and not authorized to
be placed in China. The exportation of the product strength is not restricted.

UEBA A U2
This certificate remain
valid until

E i 3

Name YL,

Hio H3C:

Address P,

S

Telephone number

R E ! O

Certifying authority Fax

% 7

W

Signature

2w 5 H
Stamp and date
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PEOPLE’S REPUBLIC OF CHINA
H v N2
24 ou O 24 4E T B
CERTIFICATE OF A PHARMACEUTICAL PRODUCT
(CREF EEMZ &)
(Product Unregistered in China)

This certificate conforms to the format recommended by the World Health Organization.

ZAERFF S AL (WHO) R Ak 2.

WE %5
(Certificate No.)

HE T /X R SR 5K
/HBIX)

Importing Country /Region
(Requesting Country /Region)

77 ik A 5 7 s
(Name and Dosages Form of the :

Product) HL:
G H3:
Trade Name P

PR SRS LK ONATE] | g,

Active Ingredient(s) and
Strength[Not disclosed to the B
public]

BLAE AR Py I 52 B AL 5 AR
(AR AN M ATF] @

For complete composition

including excipients, see
attached[Not disclosed to the FEL :
public]




22 i A 15 RAF VAT AE P E T
Y FAEH

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

3 (No) ¢

2y AErE A (A FRAI R
Manufacturer (name and
address)

AR |
Name | ZE:
bk | g,
Addre

SS %I:

ARAE Hp 2R
Why is the product not
registered in China

PR T T E DM R s O

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

PR AL T R TR, DAL [ LA RS E SR A T
Mk ErE O

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

PR AT A RS, DARR S AERE VR AL vE R R O
The product has been reformulated to exclude excipients not
approved for use in pharmaceutical products in the importing
country

ZEFBIRE O

Restricted by patents

HAbJEH (eSO

Any other reason (Chinese and English)

R 24 Ja A2 75 02 24 it 1) S
Az Al AT 8 A AT

Does the certifying authority
arrange for periodic inspections
of the manufacturing plant in
which the dosage form is
produced

£ (Yes) ()

7E JIA AT B A
Periodicity of routine
inspections (years)




A AR AT A A P

Zyah A R BEAVEEOR | 2 (Yes)

Do the facilities and operations
conform to the requirements of

Chinese GMP

¢

ZRUEM] BB SARAE T EEE, OREBE N E T . 127 AN PR
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.

UER A RO &=
This certificate remain
valid until
s
& W
Name HLL
HC
oo dk
Address I
UERH 24 )5
certifying authority HE
Telephone number
f& ¥
Fax
T
Signature

2w 5 H )
Stamp and date
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