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2010/8/22~27
EMA audit for Flu vaccine

2012/11/27~27

Pharmathen audit for
Enoxaparin Sodium Injection
filling process

2013/4/23~25
EMA Routine inspection

2013/10/2~4

TFDA inspection for H7TN9
vaccine

2014/6/30~7/3

KFDA inspection for Flu
vaccine
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2016/11/3

US FDA Inspection for Flublok
® QIV filling process

2017/5M1~5

Brazil ANVISA inspection for
Flublok ® QIV filling process

« 2019/5M15~17

« TFDA Routine inspection for
PIC/S GMP compliance

« 2020/5

« EMA Remote inspection for
Enoxaparin Sodium Injection
filling process

« 2020/7/16

*Health Canada inspection for
Quadrivalent Flu vaccine
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Italian Medicines Agency
CERTIFICATE NUMBER: IT/GMP/E/3-2018

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

Issued following an inspection in accordance with : P
Art. 111(5) of Directive 2001/83/EC as amended J
| 1 he competent authority of Italy confirms the following:

The manufacturer: Adimmune Corporation
Site address: No.3, Sec.1, Tanxing Rd., Tanzi Dist., Taichung City, 42743, Taiwan

Has been inspected in connection with marketing autherisation(s) listing manufacturers located outside of
the European Economic Area in accordance with. Art. 8(2) of Regulation (EC) 726/2004 .

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
2017-11-23 , 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 at the time of the inspection noted above and
should not be relied upon to reflect the compiiance status if more tiain three years itave glapsed 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 1 and 2. The authenticity of this certificate may be verified
in EudraGMDP. If it does not appear, please contact the issuing authority.

‘—A—’ ADIMMUNE CORPORATION




I .%SE?&%.FDA GMPnlu\nE

‘—A_, ADIMMUNE CORPORATION

(.

C DEPARTMENT OF HEALTH AND HUMAN SERVICES

“b"" Food and Drug Adminis trati

Silver Spring MD 20993

November 3, 2016

Adimmune Corporation
Attention: Dr. Chungchen Liu
President

3, Tanxing Rd., Sec. 1,

Tanzi Dist. Taichung City
Tanzi District 42743
TAIWAN

Dear Dr. Liu:

We are enclosing a copy of the Establishment Inspection Report (EIR) as a result of the
inspection conducted at your premises located at 3, Tanxing Rd., Sec. 1, Tanzi Dist. Taichung
City, Tanzi District 42743, Taiwan on March 24 through April 01, 2016 by the U.S. Food and
Drug Administration (FDA). This pre-approval inspection was performed regarding your
manufacturing activity as a contractor of Protein Sciences Corporation (PSC) for their purified
recombinant influenza hemagglutinin (Influenza Vaccine), Flublock® Quadrivalent. When the
Agency concludes that an inspection is “closed,” under 21 CFR 20.64(d)(3), it will release a
copy of the EIR to the inspected establishment. This procedure is applicable to EIRs for
inspections completed on or after April 1, 1997.

The Agency continually works to make its regulatory processes and activities more transparent
for regulated industry. Releasing this EIR to you is part of that effort. The copy we are
providing to you contains the narrative portion of the report; it may reflect redactions made by
the Agency in accordance with the FOIA and 21 CFR Part 20. This, however, does not preclude
you from requesting additional information available under FOIA.

Sincerely yours,

(i I Wbl
Carrie M. Mampilly 0

Director, Division of Inspections & Surveillance
Office of Compliance & Biologics Quality
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DAKWAH HALAL FOUNDATION

DAKWAH HALAL FOUNDATION

< ' e ~- - -
—— Serial .
No. Product Name Capacity
Certification No: HP210128 1 . Adimisc2f 0.5mL/Syringe * 20 Syringe /Box
Sacani Vire 0.5mL/Syringe * 1 Syringe /Box
System
o = 0.5mL/Syringe + 20 Syringe /Box
Adlmmune corporatlon 2 AdimEl-S1018) 0.5mL/Syringe - 10 Syringe /Box
Quadrivalent influenza vaccine 0.5mL/Syringe + 1 Syringe /Box
No. 3, Sec. 1. Tanxing Rd.. Tanzi Dist.. Taichung City 42743, Taiwan (R.O.C.) .
TetraFlu 0.5mL/Syringe + 10 Syringe /Box
2 Quadrivalent influenza vaccine 0.5mL/Syringe * 1 Syringe /Box
0.5mL/Syringe * 20 Syringe /Box
has been independently d and is ¢ with the requirements 4 Influenza Vaccine (Split Vision), Inactivated 0.5mL/Syringe + 1 Syringe /Bax
of Istamic Law, MS 1500:2009 in Malaysia and HAS 23000:1 in Indonesia Quadrivalant Influanza Vaceina (plt Vision), 0.5mL/Syringe » 20 Syringe /Box
5 st 0.5ml/Syringe + 1 Syringe /Box
This eertificate is applicable 1o the following products or service ranges: 0.5mL/Syringe - 20 Syringe /Box
0.5mL/ vial - 10 vial / box

g 1ml/vial + 10 vial/box

6 Tetanus Toxoid Alum Precipitated “Kuo Kwang” 3mL/vial + 10 vial/box

SmL/ vial + 10vial/box

20mL/ vial + 10 vial / box
% g % 0.5mL/Syringe * 20 Syringe /Box
Various Vaccine Products > EnVAX-A71 0.5mU/Syringe * 10 Syringe /Box
Enterovax Enterovirus 71 Vaccine 0.5mL/Syringe + 1 Syringe /Box
(Total 7 products, please refer to attachment) T :
an
Page: 2 of 2 Certification No: HP210128

Page: 1012 el Z 2 i
Ref No..IPT9316-TCT-0128/2021

Date of Issue: Jan 28, 2021
Valid Until: Jan 27,2022

(Signature)Director General

E%-[E  Dakwah Halal Foundation
* Tel 886-2-6617-8817, Fax. 886-2-2722-5022 www.halalorg.tw
= A26. 5F. No. B, Sec. 5, Xinyi Rd.. Xinyi Dist, Taipei City 110, Taiwon

|F| -[8]  Dakwah Halal Foundation

Tel 886-2-6617-8817, Fax. 886-2-2722-5022 www.halal.org.tw

A28, 5F,, No. 5, Sec. 5, Xinyi Rd., Xinyi Dist,, Taipei City 110, Taiwan

Dakwals Halal Foundation Is s cosperution with SAS Test Certlficution Lid. ln flelds of halal id assessment. Thls certificate Is the . of Dakownl Hislal In cooperation with SAS Test Certiflcation Lud. i Melds of halal testing and sssessiment. This certifieate is the property of
i st e, oy Mt RNt AR P 21t rabata o rad o bald el s Tl ceifcatrs. Eue cnciicat i o s Foundaton e

annual mlit in order (o remain 165 validity, Any uninthorized sleration, forgery or falsifieation of the content for lllegnl use if strictly prohibited, offends annual awdit In order 1o remaln Its validity. Any dieratlon, I or of the content for illegal use if stricily prohibited, offends
may be prosecuied 1o (he extent of 1he Law. may be prosecuted 1o the extimt of the Law.
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Serial . ‘ .
Product Name Capacity
No. .
AdimrSC-2f ringe + 20 Syringe /Box
1 Recombinant Corona Virus Vaccine-Baculovirus . .
ringe + 1 Syringe /Box
System
5 ringe » 20 Syringe /Box
AdimFlu-$ (QIS) SZS Y e vringe /
2 drival h /1L ringe * 10 Syringe /Box
. . .
Quadrivalent influenza vaccine 0.5mL/Syringe » 1 Syringe /Box
TetraFlu 0.5mL/Syringe - 10 Syringe /Box
3 Quadrivalent influenza vaccine 0.5mL/Syringe » 1 Syringe /Box
0.5mL/Syringe » 20 Syringe /Box
4 Influenza Vaccine (Split Vision), Inactivated . .
0.5mL/Syringe + 1 Syringe /Box
Quadrivalent Influenza Vaccine (Split Vision), 0.5mL/Syringe + 20 Syringe /Box
5 . .
Inactivated 0.5mL/Syringe + 1 Syringe /Box
ringe » 20 Syringe /Box
E& vial » 10 vial / box
4 Al  ated . vial » 10 vial/box
6 Tetanus Toxoid Alum Precipitated “Kuo Kwang 3mL/vial » 10 vial/box
smlL/ vial » 10vial/box
20mL/ vial » 10 vial / box
inge » 20 Syringe /Box
EnVAX-A71 B = ==
7 H’ﬁﬁﬁ inge + 10 Syringe /Box
Enterovax Enterovirus 71 Vaccine . .
0.5mL/Syringe + 1 Syringe /Box
Blank
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Pre-
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Adim Flu-A

H7N9 Avian Flu Vaccine

Cell Cultured JEV -,
Recombinant Flu

Cell Culture

Coxsackie Virus Vaccine -
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AdimFlu-S (QIS)

Age 6M to 35M

EV71 Vaccine .

AdimFlu-S (QIS)

Age > 3 yrs old (China)

COVID-19 Ag

Rapid Test Kit m

(ASEAN)
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