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DRUG

\
NATIONAL J  AUTHORITY
b

CERTIFICATE OF COMPLIANCE WITH GOOD MANUFACTURING PRACTICE

GUIDELINES
THE NATIONAL DRUG POLICY AND AUTHORITY ACT, CAP 206
Fssuwed winder Reygu

836 the Neithondl D ond Aviiwseity (Licensing

Certificate No. 048/GMP/2020

faciity

This is ta cerlify that the drug manufactur

sulical Te gy Company Limitea

Name of facility: Hebei Bimeda P

zhuang Economic &
it Zone - China

01000837836447

anjiang Road

Physical address of facility: No 80,
T J!

hological

License number of the manufacturer: Business Licence 911
100201

Has been nspected by the Authorty for compliance with the Good Manufacluring Practice

Guidelines

On the basis of the inspection carried out on 17*" and 18™ October 2019, it is certified that
the facility indicated on this certificate complies with Good Manufacturing Practice for dosage
forms listed in Table 1 below.

Table 1: Approved lines

No Dusnge form Category Activities
nterais - | Non-bata Lactam | Manufact
nedicinal)

1 pharmaceuiical

ducl - Veterinary
of finished pharmaceutical
proauct - Vetennary

e Parenterais - | Non-beta Lactar
Liquid Injection

ough

The responsibility y of the individual batches of the drugs manufactur
this process lies with the manufacturer

This certificate
tha calegories
with GM|

nains valid untl 18" October 2022. it becomes mvalid if the activities or
ied change or if the facility is no longer considerad to be in compliance

e

Issue Date: 04" May 2020

L AUTTHORITY
juag B )
is MEROWE T

___}omws Al.rmonﬁv-

SREXEHA : 20199797

© Bimeda'

B3XI1A

PRARAE{L & 9001:2015

QUALITY MANAGEMENT SYSTEM CERTIFICATE

Registration Na. UODBG2000159R05
This i 1o cartify that the guality managemart systam of

Hebei Bimeda Pharmaceutical Technology Company Limited.

st s 4 SR |

e in confarmity with
IS0 3001:2015

This cartificats ks valid for the following scope:

Manufacturing and sales of sterile injectable product
{small and large volumes)

The cerfificate changed on June 23, 2021
This certificatr is valid from June 10, 2020 {o June B, 2023

Tha s50p¢ which with
a

ealicl wha saact iogLies with Bha Nolice for Maintananos of Use o1 I:qull"nlu and Logas.
Information aibowt the certificate can ba queried o '

Baneral Masiages:

Date of lasue: Juna 10, 2020

s

SREXHEA : 2020563

11
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e OFFICIAL: Sensitive

Australian Government

* Australian Pesticides and
- Veterinary Medicines Authority
W A A R JG R .
A PEOPLE'S REPUBLIC OF CHINA 2] Ref. M-To54
54 :
MZ5GMPIE 3
CERTIFICATE OF GOOD MANUFACTURING PRACTICES FOR ANIMAL DRUGS %J”Te 202]
i m B (20200 ## NP {ESE 03026 r
CERTIFICATE NO : i 2 Ml
Flant Manager
Tk F R AERAEBNEARAT i Hebet Bimeda Pharmaceutical Tachnology Co. Ltd
MANUFACTURER  HEBE| BINEDA PHARMAGEUTICAL TECHNOLOGY GO, ,LTD Mo. B0 Ganjiang Road, Economic — Technology Development Zone
A TR EREERRAT SRR 0 S Sa Shiiazhuang, Hebei Province, CHINA
ADDRESS : No. 0 GANJIAVG ROAD, ECONDHIC-TECHNOLOGY DEVELOPHENT Z0NE, SHIJIAZHIANG HEBE! PROVIAGE
L FRARWSEREY AR RS R FRENR Dear Mr L1,

SCOPE OF INSPECTION: CONFIRMATION: OVERSEAS SITE GMP CoMPLIANCE

The AFYIMA is safisfied that this manufacturer meets the requirements for the manufactura of the

ﬁﬁﬁgﬂ' FAPEARLNE (BHESRREENE) =, v 24 gﬁo:guc!s nominated in your most racent Pra-Audit Notification form (FM_MCQL45) dated 16 March

This is to certify that the above manufacturer complies with the R The fallowing site was fast remotely inspected for GMP compliance by an APVMA-authonsed

requirements of Chinese Good Manufacturing Practices for Animal Drugs. 35 audrtor on 12-19 April 2021, Provided no further contrary evidence is recenved, the APYIA will
HMM: 20205 120 8 HE 2095 4 12 4 7 H recognise the GMP compliance of this site. for tha steps andior products specifiad, for a panod of

30 months from the date of the last inspection

Therefore, pravided no further contrary evidence is received, the following site will be recognised
until 12 October 2023 for the following steps and product types:

BIAEMX: A A 4 FF J

ADMINISTRATIVE: /% 2 \

KIEB M . zoqéﬁ ’-é LS Manufacturing site name:
= i

VALID: 8/12/2020/-7/12/2025/

TSSUED DATE: 8/12)3020/ LT Hebe: Bimeda Pharmaceutical Technology Co Lid
NAHFRTHE,

Manufacturing site address:
Mo. B0 Ganjiang Road, Economic — Technology Development Zone
Shijiazhuang, Hebei Province, CHINA

SKEXHHR : 202012H SREXHHR : 202147
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