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Arguisting Mecicnes sma Mesicu Dencey

MHRA
151 Buckingham Palace Road
Landon SWIW 952

RESTRICTED - COMMERCIAL United Kingdom

Mr Xizoyu Shan h K

SICHUAN HUIYU PHARMACEUTICAL COMPANY LIMITED bl ke

NG5 ROAD

CHENGXI ECONOMIC ZONE

MEIIANG

SICHUAN

CM-641000

CHINA

Medicines and Healthcare

Products Requlatory Agency




Certificate No: UK GMP 42908 Insp GMP 4 2958/870:0225-0003

MHRA

Aeguishing Madiciney and Megizal Deacey

Medicines and Healthcare products Regulatory Agency
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC.
The competent autharity of the United Kingdom confirms the following;

The manufacturer  SICHUAN HUNYU PHARMACEUTICAL COMPANY LIMITED

Site address NO.5 ROAD
CHEMGX| ECOMNOMIC ZONE
MELIANG
SICHUAM
CM-641000
CHIMNA

Has been inspected in connection with marketing authorisation|s) listing manufacturers located outside of the
European Economic Area in accordance with Arl.111(4) of Direclive 2001/83EC transposed in the following national
legislation: The Human Medicines Regulations 2012 (21 20121916}

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted
on 211082017, itis considered that it complies with the principles and guidelines of Good
Manufaciuring Practice laid down in Directive 200384EC.

This cerificate reflects the status of the manufacturing site at the time of the inspection noted above
and should not be relied upon to reflect tha compliance status if more than three years have alapsed
since the date of that inspection. However, this penod of validity may be reduced or extended using

regulatary risk managemant principles by an entry in the Rastrictions or Clarifying remarks field.

This cerificate is only valid when presented with all pages and both parts 1 and 2,

The authenficity of this cerificate may be verified in EudraGMDP. If it does not appear please contact
the issuing autharity.

Medicines and Healthcare
Products Regulatory Agency
L




-
. &
Certificata Mo: UK GMP 425993 Insp GMP 42898/9700225-0003 L] . :! MH RA
L ] . [ ]

[ ] :" L Hequishng Mesicmes and Meci sl Droce

Part 2

Human Medicinal Products

1. MANUFACTURING OFPERATIONS

11 Sterile products

1.1.1  Aseplically prepared (procassing operations for the following dosage foarms)

1.1.12 Lyophilisates
1.1.1.4 Small volume liquids
1.1.2  Terminally sterilisad (processing operations for the following dosage forms)

1.1.2.3 Small voluma liquids

1.2 Mon-sterile products
Mot Authorised

1.3 Biological medicinal products
Net Authorsed

1.4 Other products or manufacturing activity
1.4.2  Sledlisation of active substances/exciplents/finished product

1421 Filtration
1.4.2.3 Moist haat

1.5 Packaging
1.5.1 Primary packaging
1.5.1.6 Liguids for internal use

1.5.1.8 Other solid dosage forms
152 Secondary packaging

1.6 Quality control testing

161  Micrabiclogical: sterility
1.6.2  Microbiokogical: non-sterility
163  Chemical/physical

2. IMPORTATION OF MEDICINAL PRODUCTS
21 Quality control testing of imported medicinal products
Mot Authorised

2.2 Batch certification of imported medicinal products
Not Authorised

ﬁedidnes and Healthcare

i . Page 2




MHRA

Reguishing Megicines and Mesical Dewices

23 Other importation activities
Mot Authorised

Medicines and Healthcare
Products Regulatory Agency
L1

Page 3



Certificate No: UK GMP 42998 Insp GMP 42938/8709225-0003

3. MANUFACTURING OPERATIONS

31 Manufacture of Active Substance by Chemical Synthesis
Mot Autharised
32 Processing Activities of Active Substance from Natural Sources
Mot Authorised
33 Manufacture of Active Substance using Biclogical Processes
Mot Authorised
34 Manufacture of sterile active substance
Mot Authorised
35 General Finishing Steps
Mot Autharised
X Quality Control Testing
Mot Authorised
q Other Activities
Net Authorised
Medicines and Healthcare
Products Regulatory Agency
sae Page 4

LY ] -
et” P
(1]
. ..

MHRA

Arguistng Megicines srd Medicsl Devices



Certificate No: UK GMP 429098 Insp GMP 42998/87092:25-0003 MH RA

Frquishng Masicnes gnd Wsscel Daece

Any restrictions or clarifying remarks related to the scope of this certificate:

This inspection covered manufacturing activities in workshaop | for liquid and lyophilized
products in vials, Workshop M for liquid filled vials and other support areas e.9.QC and
Microbiclogy
1 Building(s WAreals)
Nia
2. Roomis)
Ni&
3 Line(s) Equipmentis)
NFA
4. OC festing
NA
5 Medicinal Product{s)IMP(s)

MNfA

Name of the authorised person of the
Competent Authority of the United Kingdom

Nerman Gray
GMP Inspector
Norman.Gray@@mbra.gsl.gov.uk

Date: 20110/2017

Medicines and Healthcare
Products Regulatory Agency
Ll

Page 5




Finnish Medicines Agency
CERTIFICATE NUMBER : FIMEA/2021/002357

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1
Issued following an inspection in accordance with :
Ar. 111{5) of Directive 2001/83/EC  as amended

The competent authority of Finland confirms the following:

The manufacturer :SICHUAN HUIYU PHARMACEUTICAL COMPANY LIMITED

Site address :BUILDING 3, N@. 3133 HANYANG ROAD, SHIZHONG DISTRICT, NELITANG,
CN-641000, China

Has been inspected in connection with marketing authorisation(s) listing manufacturers located outside of
the European Economic Area in accordance with  Art. 111(4) of Directive 2001/83/EC .

Other
Distant Assessment

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
2021-05-25 | it is considered that it complies with :

+ The principles and guidelines of Good Manufacturing Practice laid down in Directive 2003/94/EC "

This certificate reflects the status of the manufacturing site ai the time of the inspection noted above and
should not be relied upon to reflect the compliance status if more than three years have elapsed since the date
of that inspection. However, this period of validity may be reduced or extended using regulatory risk
management principles by an entry in the Restrictions or Clarifying remarks field. This certificate is valid
only when presented with all pages and both Parts | and 2. The authenticity of this certificate may be verified
in EudraGMDP. 1f it does not appear, please contact the issuing authority.

' The carvijlcoaie referred to in paragraph 1113} of Directive J0018HEC and 805) of Directive 3001 8EC, shall alsn he requived for inports
coming from tivd countrier fmto @ Member State

* Guidance an the of this reneplate can be found in the Heiy mens of EudraGMIP dansbare

'Mwﬁﬂl the GMP recnmpsmdaniosr af PR,

C«:?;:«_.:Z/f:-vé_

Onfing Eudralbil® | Aal ey 13457 Issuance Daie 502 -08-17 Sigralory: Wirka Lasvols _PWH'M:




Part2

Human Medicinal Products

1 MANUFACTURING OPERATIONS

L1

Sterile products

111 Aseptically prepared {processing operations for the following dosage forms)

1.1.1.2  Lyophilisates
1.1.1.4  Small volume liguids

1.1.2  Terminafly Sterilised (processing operations for the following dosage forms)
1.1.23  Small volume liguids

1.4

Other products or manufaciuring activity

1.4.2  Sterilization of active substance’ excipients/ finished product

1.42.1 Filtration
1.42.3  Moist heat

LS

Packaging

1.5.1 Primary Packaging
1.5.1.6 Liguids for internal use
1.5.1.8  Other solid dosage forms

1.5.2  Secondary packaging

1.6

Quality control testing

1.6.1  Microbiological: sterility
1.6.2  Microbiological: non-sterility
163  Chemical/Physical

Any restrictions related to the scope of this certificate :

Building

Room Line/equipmeant QC testing  Products

Warkshop I

Workshop M

This distani assessment covered manufacturing activities in workshop I for liguid and ophilized products

in vials and Workshop M for liguid filled vials and Q€.

Lt £

Oning ExoraGMOP , Fief ey 1 33457 ssuance Dala 20271-08-17 Sigramory: Mirka Lamvola




2021-08-17 Mame and signature of the authorised person of the
Competent Authority of Finland

Sa Avg Loy

(el AL

Mirka Lagvola

Finnish Medicines Agency
Tel:+358 29 5223241

Fax:

Online ExdraGMOP | Ref key 133457 Issuance Dale 2021-08-17 Sigratory Mina Lamnvols .PvB-MS
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