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Part 2
Medicines And Healthcare Products Regulatory Agency IMANUFAGITRINGIOEERATIONS ( \
L1 [Sterile products T — =
CERTIFICATE NUMBER: UK MIA 20782 Insp GMP/GDP/IMP 20782/15328-0016 113 Batch certfication 28 ix Wigersificat n ol fmgywcted e diciua [poe wcty
e : 2.1 Sterile products
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER - - 2211 Aseptically prepared
12 |Non-sterile products i < P T P F\ 5
2212 Terminally sterilise

\ 121 Non-sterile products (processing s Jor the following dosage forms)

SAtE 12.1.1 Capsules, hard shell == T N\
Tssued following an inspection in accordance with D i 222 Non-serleprocis E ) *u I*I

2.1.13 Tablets

1.17 Other: Other solid dosage forms include powders 4nd grarrules. (en) 23 Other importation activities

2.3.1 Site of physical importation
F 122 Batch ceriification

232 Importation of intermediate which undergoes further progessing J
Has been inspected under the national with ring L3 ologi icinal products (list of product types) \
authorisation no. UK MIA 20782 in accordance with Art. 40 umnecme 2001/83/EC transposed in the 132 Batch Certification (iist of product tygly)
following national legislation: 1.3.24  Gene therapy prodigcts
The Human Medicines Regulations 2012 (SI2012/1916) 1325 Biotechnology produets -
— Sy S, Clarifying remarks (for public users =

L5 Packaging 1 =LA TN e T o
From the knowledge gainéd during inspection o this manufacturer, the laest of which was conducted 751 Primary Pagigl E V) MIA(TMP) packaging aperaions arebey ﬂﬂa O il cctivities.
on 2019-11-18, it is conside) , )

1.5.1.1 Capsules, hard shell

This certificate reflects the sﬁ,ﬂnﬁ . inspection noted above and 1.5.1.84 Other solid dosage forms
should not be relied upon to fellectThe Compliante statls 1t mole than three years have elapsed since the dat| 1.54.13 Tablets
of that inspection, However, ilils m tended using regulatory risk 151,17 Other non-stenile medicinal products: Other solid dosage forms include powders
management principles by an ent o i arks field. This certificate is valid and granules. (cn)
only when presented with all pages [fgo! ¥ ity of this cerfificate may be verific
in EudraGMDP. If it does not appear, please contact the issuing authority. 152 Secondary packaging 2020-02-07 Name and signature of the authorised person of the

Competent Authority of United Kingdom

1.6 Quality control testing
1.6.2 Microbiological: non-sterility

" The certificate referved o-in paragraph 11165) of Directive 2001/83/EC and 80(5) of Directive 2001/82/EC. shall also be required for imports
coming from third countries info a Member Stare.

ZGuidance on the interpreration of this emplate can be found in the Help memu of EudraGMDP database. 1.6.3  Chemical/Physical

*These requirements fulfil the GMP recommendations of WHO.

2 IMPORTATION OF MEDICINAL PRODUCTS
2.1 Quality control testing of imported medicinal products Confidential
211 Microbiological: sterility Medicines Aud Healthcare Products Regulatory Agency
¥ Tel:Confidential

Fax Confidential

212 Microbiological: non-sterility
213 Chemical/Physical

Qnline EudraGMDP, Ref key: 74098 Issuance Date 2020-02:07 ‘Signatory: Confideriat Page 1013

‘Online EucraGMDP, et key: 74099 Issuance Date 2020-02.07 Signatory: Conficental Page 20t
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[Applicant] takes an oath that the contents of application for confirmation of conformity

concerning the type(s) of manufacturing activity described below are at variance with the
(L5 N o B facts, that the methods of manufacturing control and quality control at the manufacturing
(98 i i o T Pt establishment are not correspond to the provisions of Article 14, paragraph (2), item (iv) or

(EiELE) Article 14, paragraph (2}, item (iv) as applied mutatis mutandis pursuant to Article 19-2,
paragraph (3) of the Act on Securing Quality, Efficacy and Safety of Products including
Pharmaceuticals and Medical Devices, and that [the applicant] is in accordance with the
contents of the agreement with marketing authorization holders, etc. with respect to
manufacturing of products come into the type(s) of the manufacturing activity for

[T
confirmation.

B4 (BEESREREToRE)

(HetEEEwE) W= G

Description

W7K1-1, BIK1-2I3 FTRro4vya—FTEET,

https://www.pmda.go.jp/review-services/gmp-gms-gctp/gmp/0001.html
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P2

5 =wR
Form 1+
BSEELSFR CH 2T S mB F (R ¥ s
Outline of Product(s) Subject to Inspectiont!
F H HEE

As of DD/MM/YYY Y

G A S
EiRukzEoxs) BLEIRSEEL (REE)
B e T BE&E

o ot Ao st T BT OREF ORI
Mo mcg oo | BECTLOBHEF O EEHy

SR B 5h HE B B 1% 3R Information of product(s) subjkct to inspection
FH T A0 BETHRL T {80, Flease put ¥ in the appropriate boxes.

iEH, ROERE B | ERREE St — AT 3 T OGRS BhEhES - fr Rtk as o
ARfAES Buildings, |7, FET 20 AERESEL TS,

manufacturing areas, Pleaze provide information of buildings, mamfacturing areas, facilities and)
facilities and equipment<equipment for use n processes, from APIs manufactring to the primary|

EH AT A A S B0 SEFEL T 23 When facilities
and equipment correspond to “Shared (ncluding partially shared)”, checld
the appropriate boxes for shared products.
@ ERM Drug:s
O EEEE M E (HAEOAToA N E (MERL 21, EE0iE
WV ITRA ) AR E T O AHAA B O XS R T A
RFSHEEETLHMES)
Highly hoactive substances (ncluding streng pharmacological
and/er toxic mbstances such as some sorts of steroids (eg. sex
hormeongs and strong stereids) of cytotoxic anticarcinogens)
Oz Un-FFiE e Penicllin antibotics
08 SFHLFMEME £ lactam antibotics
@O &R AT
Products exempt from Drigs/ Quasi-drugs GMP Crdinance
ifBA3E [ivestizational Drugs
DEhFES, Veterinary Drugs
O#dh Foods
OEF, #aH, BEA Azicultural Chemicals, Pesticides
O @iy Cthers( )

O EF 8 5% Hone of the above
ORI Hot to be disclosed

R B FE AR DI OELE L (R AR  FR iR
Buildings, facilities and egquipment in and after the ssoondary packaging:

s B LR A (R R e ) I ST A AT
FThEEFT S S T 0L SETHL TS,
When buildings or manufscturing areas correspond to “shared (nchding
partially shared)”, please provide Information of the preductis) sharing
them by checking the appropriate box (ssl
ORI A E G 2EOR TN E R 2L, B =7
b ) SR AR E M i 2HL A AT D 2l i EER R A I S E
B4 2 EZF) Highly Hoactive substances (including strong
pharmacological and/or toxic substances such as some sorts of stercids
(e.g oex hormones and strong steroids) or cytotoxic anticarcinegens)
O-2= 2 AFEE Penicillin antibiotics
08 LA EME £ actam antihiotics
ORISR None of the above
CIERZRL Not to be disclosed
* B thes s [ (SR A S e ) ICE ST 2EEICE. Th

application entailed in
application for partial
change of marleting
approwvals, put 2 in the
only subject for partial
changs)

packaging bychaclina th b (e
$2H Buildiy -
O EH :
Dedicated| -E A b{‘ f~ T = L fmediates
wizif FFR~ @ AN A A,
O =H
Dedicated|
] O 5 (At e AL, ) 2 ez D M58k Testing of APIs
Declicated Sharediincluding partially shared)

O BEREOF OO THE Other manufacturing process of AFI

O BEELE Mandactiring of drug products (fermulation)

O HHO—EPTHE (FEH O —7 414 %) Part of formulation process
{Coating of tablets, etc.)

O HFo—Re = (FTP a8, AL FiE %) Prinary packaging (FTP
packaging, bottle fllng, stc.)

O BFo R B LS OTHE 2T Secondary packazing and

subsequent process/ Labelling

O 241 7B M IRE Storage of Bulk product s

O EHEBIE o {RE Storage of Finished Products

O GrHEBIE kA Testing of Finished Products

O B THE OF DD T Cther manfactining process of formulation

B 1R

Froduct information

O EHFEAEEESE Bological product, ete.

O A ERIERELE] Modified release drug product
O LR Syringe inkction drug

O il Infuson fid

O #RiER] Powder inkection dnig
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O EFEEzIEIEEE Lyophilized injection drug

O #FEEEETE Liguid for injection

O g8l 7 Al §El, BERE]. OREFEs], AFiE

Tahlets, Capsules, Powders, Granules, Tahlets for Oro—mucosal
Application, Tablets for Vaginal Use

O &FA. 20— LE, AREEL S5, FE

Cintments, Creams, Liguids and Seolutions for Cutansous Application,
Suppositories for Rectal Application, Gels

O w8 A&, o8 A 7 — L& Inhalations, Metered-Tose Inhalers

O H8RH. BREE A Ophthalmic Preparations, Ophthalmic Cintments
O 875 Patches

O = L—& OfEE= L —& Sprays for Cutansous Application,
Sprays for Cro—mucssal Application

O #ogdEl LwoT il ORERREL 2R

Liguids and Selutions for Oral Administration, Preparations for Syrups,
Liguids and Selutions for Oro—mucesal Application, Enemas for Rectal
Application

O dAF#. 82% Bar Preparations, Nasal Preparations

O #2048 —# Jellies for Oral Administration

O A FHERH Solid Dosaze Forms for Cutaneous Application

O HRERFERA, BERAFERA]. FEFAME Semi-solid Preparations
for Rectal Application, Suppositories for Vaginal Use, Semi—solid
Preparations for Oro—mucosal Application

O AAl &, %2 Pill, Teabags, Extract and Fluidestracts

O JEEE BH- FIE, Foaf. FERAEL o aE

Spirits, Infusions and Decoctions, Tinctures, Aromatic Waters,
Fluidextra

P4

O H/EI#5 Products listed in Japanese pharmacoposia
O BfhiFAE Food additives

e - T
FLikd# . B RO
LR R AR

O

#5 Feception number
rFE%m ?“asﬁ

Reception number

O #0OfoEFHEEE Other it

O Mt Others( J
BLERE, BLETHE O O EEEREEE Aseptic processing
Frigt O &R Terminal sterllization
Manufacturing O #EFEE Continuous Mamifacturing
Process, characteristic |00 749222 Dedan Space(s)
of Manufactiring O r¢ZAMwin))—2 Parametric Releass
Process? O RTET
O R AR~ Dosimetric Releass
O )
EfEfERE ORE O 3 THER (EAEH. HEHEREERLESE Prewn
T Ot B EES BB T c F{ %5 Reception rumber 3
215k O % [GAK E(y_ﬁ'@'ﬂ; Reception rumber 3
Inrelation to all kinds of |0 & {;EE.%-:; Iszue number 3
consultations O iltations “{E{TEH S Reception
Other information relevant
to the application O FHEET

k.

O Z oOft

e
Information of AFIs
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