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CERTIFICATE OF APHARMACEUTICAL PRODUCT

( BEPEHLHE EHZ56m )

(Pharmaceutical Product Approved in China)
This certificate conforms to the format recommended by the World Health Organization.
ZAFARF AR A4 (WHO) EFEMIRE .

WS W3 75 20230093 &

Certificate No. H: No.Jiangsu20230093

HECTE/ X (3 H 2R B E KA X)) [ A IATF] | chse. pERE
Importing Country /Region (Requesting Country

[

/Region)[Not disclosed to the public] e Morocco

2 R 5 WG R SRR BB VR
Name and Dosages Form of the Product Y. Infliximab for injection Injection
7 4 g KiE

Trade Name HiL: Reminton

TE PR 5 R R XA TT] PR JERATEBPT 100mg/ii
Active Ingredient(s) and Strength[Not disclosed to

the public] Hi: Infliximab 100mg/vial

R R R, (I DR | PG PRI, BRI, R, TR, HUIR 80, Mt
A Ax

For complete composition including excipients, see HE3L: Infliximab, disodium hydrogen phosphate, sodium dihydrogen phosphate,

attached[Not disclosed to the public] surcose, tween 80, water for injection

RS S T ATV R AE T E T EATH
Is this product strength licensed to be placed on the & (Yes)

market for use in China

22 R R R D AT Wiy EAEH
Is this product strength actually on the market in & (Yes)
China

PR RES AR Rl (g |10 AIET S202100252021:0712

I [i]
Number of product license (DMF number) and date

HE: S20210025 2021-07-12

of issue
HC: ZRMERRRHZEAT IR A F]
HFR
Name HL3L: Taizhou Mabtech Pharmaceuticals Co., Ltd
2 AE A ECHE 25 BTV RT RN (AR
28119 HSC: TLIRAE 2N TN B2 25 i HrH R Pk T R XV T 9548
Manufacturer or Product-license holder(name and ZRM T E B 253 AR BT . BRI AR G79 ik
address) Hihik
Address Y. G79 Building, East of Lujia Road and West of Koutai
Road, Chinese Medicine Center, Taizhou, Jiangsu, China




IR EHVERT R AR AR, 2 sEbR
A7

If the license holder is not the manufacturer, the
name and address of the manufacturer producing the

dosage form is

E )

Manufacturer

3 RN KRB ZEA R A

YL Taizhou Mabtech Pharmaceuticals Co., Ltd

Hohk
Address

O LA TN T RN B2 m B R ™ L IT R XA 58
ZEMIT e EBE 2GR R BRIV KB AR N G79

Y. G79 Building, East of Lujia Road and West of Koutai

Road, Chinese Medicine Center, Taizhou, Jiangsu, China

TIE B 24 J5) 2 1 2% 24 [ 92 B A 7 A LA T 5 3
i 7

Does the certifying authority arrange for periodic
inspections of the manufacturing plant in which the

dosage form is produced

& (Yes)

SERIRE WA ()
Periodicity of routine inspections (years)

SRR I A 7 R R A I
Has the manufacture of this type of dosage form

been inspected

& (Yes)

AR NRAER BTG WHO HER 1925 i A
Jo R BN
Do the facilities and operations conform to GMP as

recommended by the World Health Organization

& (Yes)

FHE AT SR LA A5 B R R IE I 24 SR ) SR
Does the information submitted by the applicant
satisfy the certifying authority on all aspects of the

manufacture of the product

(Yes)

o

AR LR AT A rp AR N RIS B bR, AR EVEN, WV BT . 205 H DA 2]

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.

(RS R Ve i E
2025-03-06
This certificate remain valid until
2 IS TR R R
Name HE3: Jiangsu Medical Products Administration
I I Em R B 55
HoohE
Address J:3: No.5 Gulou Street, Nanjing City, Jiangsu Province, P.R.
China
HL I
025-83209373
) Telephone number
UEH] 2 )5
025-83278888
Certifying authority fe 5t
Fax
% ¥ @ -‘?qf
Signature j :
=

FE5H

Stamp and date

2023-03-07
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