HIE GMP A1 OB O HArH ERF D2 E &k (EU GMP Annex 16 )

BEFE Page

1 of 2 pages

WIE GMP 5 OZBEET O HFFHIER OS2 EZE R (EU GMP Annex 16 )

BTl N 1 Y é ALT= GMP B4 OB GRE A

W) T & (WEFMN OO M) 5 2 ISk
HHDIET, PIC/SGMP ODHA KT A D [F—Y
Z A4 X R/3— > (Authorised Person(s)) |
M LT, TOZRERD TN D,

IZOWTE

(7F) FEABGRRFE 0428 55 2 5, TPEEHE S N ONERAh o0 BLI 4 PR
RUEICBT 288 O—HWIE 22\ T GRE@M),
ETBAER - AR R - BRI, S
34 (2021 4) 4 H 28 H

oL, RLIRLZE DT, ZO_—=V%, B4 D
HTHY, FTEorFis LT, M2® [EUGMP ®
Annex 16] ~DEME DR NH D,

L7L EUGMP ® Annex 16 DRNEIZ TSI 50T
B5HT, 2021 48 A 1 AlitifT OIE GMP D%t T
D, BEFT B O O FIREERIZE T LT,

ZDD, ALIZKAFRREE 2 X—2 12 LT, 1ERkL
12O, ZOXRERTH D,

EAREOFEITEENEE L < HER L 72 3CE b R fHRY
HH) CHEREAS AN 295 28, EU GMP @ Annex 16 (213 &
DX D RNENENIL TV DEEE L. GMP E 523
Kb B FIREOIERRIZITZ LS &b b,

FERRIZHEA THD &, EILOBIED S JitiE E TOHM
DRRUZDONT, ZDOSE & ZRMEDRIEN D | KGR
EDONEDIEST, GMP ~DEEAHEDIRFE, E 7R H
EE&JWDK&)@{ML IEDLIEBEMTCORIEE, £k
THOFDOEMTOBERIPEFCTCX IR TH T,

FRSCICINE DO IERE SIZIZRIED R D8, R A2 B
HZ LT, FNEAio TWETEE, GMPEAS~DFAE
ENER A~ DRSS T CHEITNIEEZENTH D,

Pharma Solutions Co.Ltd. FRARSL

T7NT Y )a—ar AR e A e

Annex 16 Qualified person and batch release

[ANNEX 16]
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This Annex is specific to the EU GMP Guide and has not been adopted by PIC/S.
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EUROPEAN COMMISSION
DIRECTORATE-GENERAL FOR HEALTH AND FOOD SAFETY

Medicinal products - quality, safety and efficacy

Brussels, 12 October 2015

EudraLex

Volume 4
EU Guidelines for
Good Manufacturing Practice for
Medicinal Products for Human and Veterinary Use

Annex 16: Certification by a Qualified Person and Batch Release

Lsgnl basis for publishing the detailed guidelines: Article 47 of Directive 2001/83/EC,

., on the Community code relating to medicinal products for uman use and
Amnle 51 of Directive 2001/82/EC on the Community code relating to veterinary
‘medicinal products. This document provides guidance for the interpretation of the
principles and guidelines of good mamfacturing practice (GMP) for medicinal products
as laid down in Directive 2003/94/EC for medicinal products for human use and
Directive 91/412/EEC for veterinary use.

Status of the document: Revision

Reasons for changes: The Annex has been revised to reflect the globalisation of the
pharmaceutical supply chains and the introduction of new quality control strategies. The
revision has been carried out in the light of Directive 2011/62/EU amending Directive
2001/83/EC as regards the prevention of the entry into the legal supply chain of falsified
‘medicinal products. This version also implements ICH Qs QO and Q10 documents, and
interpretation documents, such as the (MLA)
interpretation document, as applicable. Also, some areas, where the interpretation by
Member States has not been consistent, have been clarified

Deadline for coming into operation: 15 April 2016.
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Scope & &I

This Annex provides guidance on the certification by a Qualified Person (QP) and on batch
release within the European Union (EU) of medicinal products for human or veterinary use
holding a marketing authorisation (MA) or made for export. The principles of this guidance also
apply to investigational medicinal products (IMP) for human use, subject to any difference in

the legal provisions and more specific guidance published by the European Commission.

Z DAnnex (X, LFOHA X A%ERMETHHDTH D,
1) Qualified Person (QP)IZ L 5 FHAIE (certification)
2) HR5E7&FE (marketing authorisation : MA) Z G L7-. H W\ iZ#HH O,
t N E72IEEYH O EFE S OEuropean Union (EU) SN ~D /N » F Hifaf

ZOHAE L ADFRNL, EEEOBRES, BINEESNRBE L., L0 BERR A Z 2 ED
EWRHDH I EEAHEE LT, B NHOBERE (IMP) ([Zb@EHIND,

The relevant legislative requirements are provided in Article 51 of Directive 2001/83/EC, as
amended, and in Article 55 of Directive 2001/82/EC. Notice is taken of the arrangements
referred to in Article 51(2) of Directive 2001/83/EC, as amended, and Article 55(2) of Directive
2001/82/EC, e.g. Mutual Recognition Agreements (MRA).

B9~ 2 VA B, SiE S 724845 2001/83/EC D 51 S35 L OWRMIFE4 2001/82/EC D 55
RICHESNTWD, fHilz2iX, MAGEFEHE (Mutual Recognition Agreements : MRA) 72 XD, &
1IE S 7284 2001/83/EC DO 51 ZR(2)HF L OMES 2001/82/EC O 55 5k (2) HTEA SN T
WA RDICEETDHZ &,

This Annex does not address the “Official Control Authority Batch Release” which may be
specified for certain blood and immunological products in accordance with Articles 109, 110,
113 and 114 of Directive 2001/83/EC, as amended, and Articles 81 and 82 of Directive
2001/82/EC. However, this Annex does apply to the QP certification and subsequent release of

such batches.

Z DAnnex/E, MUEII/ZFES 2001/83/EC D 109 Sc. % 110 &k, 5 113 K{ROH 114 5.
AW ONTHES 2001/82/EC D 81 S} U 82 RISt~ THFE D MK fr O A i I THE E S U
HA[REMED & % “Official Control Authority Batch Release” (2 DWW TIEE K LW, 7272 L, K
Annex |, £D L5y F D QP FRAE L FiTHe < HMICHEH I D,

The basic arrangements for batch release for a product are defined by its MA. Nothing in this

Annex should be taken as overriding those arrangements.

Pharma Solutions Co. Ltd. R RIS ETT O T, LFELISTO ZHfRE L T2 BREVEH L
FTNRVa—avARRAR] g RUIL TR, MBE LA T IARHY FT,
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BSOS FHMHICRE T B A E D 1L, ZOMA (RFEAR) ICL-oTERZEIND, K
Annex DWW 55RY, ZHHORD RO ERERIZTH I &,

General principles  —f%/5Hll

The ultimate responsibility for the performance of a medicinal product over its lifetime, its
safety, quality and efficacy, lies with the marketing authorisation holder (MAH).

EISDT A 7 Z A I GRIE : BERE»S. AMIROK T £ CoMM) (ZhlzoMee, Zatk, WwE
BELOE IR T 2 Reh&ny e B M, IGeAGEREF#H  (marketing authorisation holder : MAH) (Z
»HD,

However, the QP is responsible for ensuring that each individual batch has been manufactured
and checked in compliance with laws in force in the Member State where certification takes
place, in accordance with the requirements of the marketing authorisation (MA) and with Good
Manufacturing Practice (GMP).

LU HQP X, Hx D 8y FI5, FBEENTT 4L 5 MR E THifT STV D IERIZHEIL L T,
JR7E7&7 (marketing authorisation : MA) OEAFF X U'GMP (Good Manufacturing Practice) (Z7E-
THESH, T2y 7 SNTWH I L E2MRTHIEEND 5,

The process of batch release comprises of:
Ny FHEO T vt A F, ROXIITHRENLTND ¢

1. The checking of the manufacture and testing of the batch in accordance with defined

release procedures.
BUE S i FIRICHEV, Ny FoihER L OB 2 il 2

ii. The certification of the finished product batch performed by a QP signifying that the
batch is in compliance with GMP and the requirements of its MA. This represents the
quality release of the batch.

Wy T INGMP L OMAD ERFIHIZH A LTV D 2 EERT, QP 1T LD &N
v FOFRAE, ZiUE. RNy TFOMEY U — A (quality release) Z EMT 5 GRESR) .
RE: ZOLIICLTQPAN Yy T ORGEET D Z & %, [quality release] &5, LLFOEEZSRO -

L, : “The GMP Questions & Answers Guide - GMP Advisor - Version 02 of March 2020,” ECA Academy.
https://www.gmp-compliance.org/publications/gmp-g-a-guide , Accessed June 2020.

iii. The transfer to saleable stock, and/or export of the finished batch of product which
should take into account the certification performed by the QP. If this transfer is
performed at a site other than that where certification takes place, then the arrangement

Pharma Solutions Co. Ltd. R FRRILNIBETTOT, TR TO TR E Wz, BRAVE L
FTNTNa—PavABRARH] P E . RCCIL TR, MBEL L TEAA T IARDY £,
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should be documented in a written agreement between the sites.

QP M7 - ToRBREAZ BRI AN D & ik i N FOMRGE A RE/RE A~ DB B, LT/ X
(i

H L ZOBIEN, ubnﬁf\f?%Jﬂé%%uﬂﬁ*f% F TITOIL DO THIUE, ZOEE
(arrangement) (X43%H 1k Gites) FOFHEICIDEETLET D Z L,

The purpose of controlling batch release is notably to ensure that:
ANy FHMEZERT 2B, FICUTOZ L 2HEIZT LD TH DL,

1. The batch has been manufactured and checked in accordance with the requirements of its
MA.

YAy T, MADZRFIH I > THRIE S, #ERESL TV 5,

ii. The batch has been manufactured and checked in accordance with the principles and
guidelines of GMP.

By FiE, GMP DIFHIL T A BT A At > THRIES L, RSN TV D,

iii. Any other relevant legal requirements are taken into account.
Z OO BIE S DIE BN BE STV D,

iv. In the event that a quality defect as referred to in Chapter 8 of Eudral.ex, Volume 4, Part
I, needs to be investigated or a batch recalled, to ensure that any QPs involved in the
certification or confirmation! and any relevant records are readily identifiable.

EudraLex, Volume 4, PartI @ ZE8FE THE KL IV TV D ERMOMA £ 72133y F DRI
MUBEIR G FRAEE 7213 IR Lis QP B R UBHE T SR B S IS TE D
£ 91295,

1 : Information required for the confirmation, where QP responsibilities for the batch are being transferred between
sites, is presented in Appendix I to this Annex.

Ny FIKT D QP DFELR, YA b (sites) B THIEEL TWELHE, TOMRBICLERERIT, Z0
Appendix [ lZ/REN TN D

1. THE PROCESS OF CERTIFICATION FFED 7 12

1.1. Each batch of finished product must be certified? by a QP within the EU before being
released for sale or supply in the EU or for export. Certification can only be performed by a
QP of the manufacturer and/or importer which are described in the MA.

R DRy F1T, BUIKIN TORTE 7213 85G. & 2 W38 072 O 9 5 R,
EU N D QP 12X » T2 A& i 620, 85FE,. MA ([Cit#ish T 5 ik
FBLO/EIMAEZTOQPOANITH Z EMNTH

Pharma Solutions Co. Ltd. R FRRILNIBETTOT, TR TO TR E Wz, BRAVE L
7T )a—av AR K] SIFET, FROUTIIMTER, BEBELTHA T IABDHY £,
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2 The contents of a batch certificate for medicinal products are presented in Appendix II to this Annex.

Ny FIZHTDH QP OEENY A METRIEE L TV DA ORI LB R,
ZOMBEDE T ITRENT VD

1.2. Any QP involved in the certification, or confirmation of a batch must have detailed
knowledge of the steps for which they are taking responsibility. The QPs should be able to
prove their continuous training regarding the product type, production processes, technical
advances and changes to GMP.

FARE, TNy FORERIZE ST 25 QP 1L, BHONEMEEA D FIRIZ W TEEM 2 mik a2 A
L TCWRITHIEZ2 6700, QP X, B OFEE (product type) . H43& TH2E (production processes) .
FARAIHESS (technical advances) TN GMP DZEH (changes to GMP) [ Z B3 2 ki it 7o bf & 2 52 1
TWD ZEDIEMNARETH S Z &,

1.3. There may be several sites involved in the various stages of manufacture, importation,
testing and storage of a batch before it undergoes certification. Regardless of how many
sites are involved, the QP performing certification of the finished product must ensure that
all necessary steps have been completed under accepted pharmaceutical quality systems to
assure compliance of the batch with GMP, the MA and any other legal obligations in the
Member State where certification is taking place.

ﬁ@é‘fh%ﬁﬁéﬁfmﬂyﬁcﬁﬁiﬁ\ A, B OMRE OB BIIE, ROV A FBES T 55

BN 5, BT LY A K (sites) 0)%( b AR ORGEEZAT 9 QPIX, Ny F R
GMP, MA K OGEREZAT 2 INHEEIC 5 Z DMOIENRBICEE T 5 Z & A2 RGET D720

(. nu&’)%hfLE%%%%/XTAUJTTTATODZ%fo&%’illlﬁﬁ\mJ’L“Cb\ &R L
FIUTTR B0,

1.4. For manufacturing steps performed at sites in the EU each manufacturing site must have at
least one QP.

EU BNOE YA TN A2RETRICOW T, #idES 4 & @E2E 13070 &b
ANDQPZEE 72 T FULTR B 72\,

1.4.1 Where the site only undertakes partial manufacturing operations in relation to a batch,
then a QP at that site must at least confirm that the operations undertaken by the site

have been performed in accordance with GMP and the terms of the written agreement

Pharma Solutions Co. Ltd. R RIS ETT O T, LFELISTO ZHfRE L T2 BREVEH L
FTNRVa—avARRAR] g RUIL TR, MBE LA T IARHY FT,
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detailing the operations for which the site is responsible. If the QP is responsible for
providing confirmation of compliance for those operations with the relevant MA, then
the QP should have access to the necessary details of the MA.

A~ (G 28y FITEE U TR OEEE LMTh R WS, HiEd A B
D QP 1L, L &b, FOYA MPTHTAEENGMP KO A R D3R E%ﬁoﬁf%
ZREl L2 EBHEIC X 2B OLMEIHE > T T2 2 L 2R L2 TIER B0,
%LQPﬁ\_nb®¢%¢%‘#éMA’E%L(b Tl aMRTOEMEEHA D

L&, QP 1 MA OMERFEMIEHRIZT 7 B ANAREE SNHXETH D,

1.4.2 The QP who performs certification of the finished product batch may assume full
responsibility for all stages of manufacture of the batch or this responsibility may be
shared with other QPs who have provided confirmation for specified steps in the
manufacture and control of a batch. These could be other QPs who are operating under
the same manufacturing authorisation (MIA) holder or QPs operating under different
MIA holders.

&R DNy FOFEIEZIT D QP 1L, Ny FOREDT X TOREMII L CREEE
190, BTNy FORE R OVEBIZBIT 2R ED BRI DWW THER AT o 7 fthod
QP LEMEZILFT L LN TE D,

ZHHDOQPIE, [l DHRLEAFR (manufacturing authorisation : MIA) A H O T TIHEI L T
LD QP MIXH/e D MIA RAEED FTIHEN L TWAHQPTH 2 AlREMN & 5

\Dﬂ?

1.4.3 Any sharing of responsibilities amongst QPs in relation to compliance of a batch must
be defined in a document formally agreed by all parties. This document should detail
responsibility for assessment of the impact any deviation(s) has/have on compliance of
the batch with GMP and the MA.

Ny FOIEF~DHEEYE (compliance) |ZBHE LT QP M THEMEZ0MHT2HEE1E. +T
DOYFEENERICEE LELETER LTI 580,

DILETIE, BBy F D GMP KN MA ~DIET~OEA I 2 5 2
B AT ?5%@&#70

it

ﬂHU

1.5 For medicinal products manufactured outside the EU, physical importation and certification
are the final stages of manufacturing which precede the transfer to saleable stock of the
batch.

EU 4 CHLE SN IR OSE . WEERY72 WA (physical importation) & FBAEIX, Hi%/ v F
DIRFERRERTERIZ AT DR D, BIEDRABEPE L 722,

Pharma Solutions Co. Ltd. R FRRILNIBETTOT, TR TO TR E Wz, BRAVE L
FTNTNa—PavABRARH] P E . RCCIL TR, MBEL L TEAA T IARDY £,
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1.5.1 The process of certification as described in Section 1 of this Annex, applies to all
medicinal products intended to be released for the EU markets, or for export,
irrespective of the complexity of the supply chain and the global locations of

manufacturing sites involved.

Z D Annex DF 1 BIZFHH SN TWARIEO T a2 x, V774 F = — 0 OFHE IR
19~ 2 Bl iE s o MR A 7o B ( (global locations) (Z[E&4 59, BU il ~D& A F 7= 138
HEXT DT NTOERENICHEH S5

1.5.2 In accordance with the principles described in Section 1.4 of this Annex, the QP
certifying the finished medicinal product batch may take account of the confirmation
by, and share defined responsibilities with, other QPs in relation to any manufacturing
or importation operations taking place at other sites in the EU and other manufacturing
authorisation holders defined in the relevant MA.

Z D Annex @ 1.4 HITFEH SN TWDJFEANIIE, B DEFL O/ Y F 27T D
QP (X, EU NV~ (FED TIHHOR TV S BE T A LR, K ORE S5

A (RFEAR)  ITER SN TV D AMORIEAGRAFFE  (manufacturing authorisation holders) (Z
BIE 2> QP 12X 2 fERE (confirmation) #EE L, ERINI-HTLE2ILETLZ &0
"HETCH D,

1.5.3 Conditions of storage and transport for the batch and the sample, if sent separately,
should be taken into account by the QP before certification of a batch.

b Lilx %H*zhémf%zh N F ROV TNV ORE R OEED R, Ny T
DOFBFERTIC QP NEETH 2

1.5.4 The QP certifying the finished product is responsible for ensuring that each finished
medicinal product batch has been manufactured in accordance with GMP and the MA.
Unless an MRA or similar agreement is in place between the EU and the exporting
country, the QP is also responsible for ensuring that the finished medicinal product
batch has undergone in a Member State a full qualitative analysis, a quantitative
analysis of at least all the active substances and all the other tests or checks necessary
to ensure the quality of medicinal products is in accordance with the requirements of
the MA.

BB ZFBRET HQPIT, KKl Ny FAGMPE LUMA  (IFE&FE) 12 L7285 T
HEINTWD Z L Z2ERT H2EMENH D, EULEHHEOMK TMRA (Mutual Recognition
Agreement : HIEAZRHIE) F I IZFRRROBHEDEINL TV DLEERE, QP ILE . kD
ZLEMRT O EOBMEND S -

a) WIEDEIET Ny TN, BRREVESHT. D7 & HT X TDOJFEK (active substances)

Pharma Solutions Co,Ltd. FRARSL %T‘f@ T, FFESUSTO ZHif & TR 2 BFEVE L
I7NR ) a—var AERA R Tiff FOLTITLTRAR, BBL L CHA T IARDHY T,
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g

DEEIHTZ UL EUo) MWEEIZBWTZIT TSI L ;

b) EHELOMEN MA OERFIHIINES TV D 2 & ERFET D72 DI B e O
NTOMBREITHERZZ T TND Z L,

1.5.5 Sampling of imported product should be fully representative of the batch. Samples may
either be taken after arrival in the EU, or be taken at the manufacturing site in the third
country in accordance with a technically justified approach which is documented within
the company’s quality system. Responsibilities in relation to the sampling should be
defined in a written agreement between the sites. Any samples taken outside the EU
should be shipped under equivalent transport conditions as the batch that they

represent.

BWARGLOY TV 7E, 2Oy FEtRIRETLHOTHDL I L, TR,
EUBIA %IRRT 570, > 7 UL, BUBIERICHIT 500, SOME Y 27 A f
TE SN TV DHEHMTIIICTIEYS 727 2 —F (technically justified approach) (ZHE> T, & = [H
DEIEBL TRINT 25 2 L3 TE 5.

Yo7 o 7ICEES S EEE, YA b (@D WOAE TERT S 2 L. EU Bk TR
BNzt 7Nt 20 FARRET B8y F L RIS ORESLETBET S L,

1.5.6 Where sampling is performed at a third country manufacturing site, the technical
justification should include a formal Quality Risk Management process to identify and
manage any risks associated with this approach. This should be fully documented and
include at least the following elements:

VAN /7ﬁ‘%i@$%@?fiﬁﬁéﬂé%6\\ %mfiﬂﬁﬂﬁﬁﬁ‘l\% (tcchnicaljustiﬁcation)
Zix, ZOHECEET DV A7 2REL, BHT 00 ERNRWE) A7 ~vx AV
FOTreRAEZELZ L, ZHUISERIIGERIIL, DR EBUTOEFELELHDT
HHZE

i.  Audit of the manufacturing activity including any sampling activity at the third
country site and evaluation of subsequent transportation steps of both the batch and
samples to ensure that the samples are representative of the imported batch.

E=EoVA ~ (FEF) CTOY U7 o 7iEEZa0RIEFRHOKEE] . BXIW
(ZDHTNB, MATENyFERETHLOTHL L] ZHEBT D200, A
v F VTV ST DZE UKL Bk AT~ T OFHM,

ii. A comprehensive scientific study, including data to support any conclusions that
samples taken in the third country are representative of the batch after importation.
This study should at least include:

R ZRBERIAE, IR, BEETRIESN Y U T ADRBAZ DNy F a2
KLTWDL EWOHifima BT 27 —F 2T, ZOMEITITDR LB TFOEHE

Pharma Solutions Co. Ltd. R RIS ETT O T, LFELISTO ZHfRE L T2 BREVEH L
FTNRVa—avARRAR] g RUIL TR, MBE LA T IARHY FT,
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EoteZ b

o Description of the sampling process in the third country.
EoETOY T Y DTk ADRR,

o Description of the transported conditions of the sample and the imported batch.
Any differences should be justified.
P TN EEAN Y FOEERMEOHH, WHRDLIERNHSTZHETH, £0
MIEOESMEZBAT 2 (ustified) Z &,

o Comparative analysis of samples taken in the third country and samples taken

after importation.
FEETRIRLIZY > 70 EIARISERIR L2 7L O Bl o3,

o Consideration of the time interval between sampling and importation of the batch
and generation of data to support appropriate defined limits.
LNy FOY 7Y 7 LA & ORORFFERROME, K OHEYICER SN
T BRFUE 2 A H T D720 DOT — X DARK,

iii. Provision for random periodic analysis of samples taken after importation to justify
ongoing reliance on samples taken in a third country.
FE TR E NI o T~ Ofkf R 2 E 2 IE S0 T 5 (ustify) 720D, BiA#%
BRI L 72 Y PN D T o B DI E IR T OHLE,

iv. A review of any unexpected result or confirmed out of specification result. These
may have implications for reliance on sampling performed at the third country
manufacturing site and should be notified to the Supervisory Authority for the site
where certification is performed. Such an occurrence should be regarded as a
potential quality defect and investigated in line with the guidance in Chapter 8 of
Eudralex, Volume 4, Part 1.

THIH OSSR (unexpected result) T FEFR ST BRI DOFER (confirmed out of specification
result) O L E =2—

Ny Y ’“’ﬁ*l®$%)ﬁfs€75€ SN TN o T~ DOIEHICE L 5 2 5 etk
D& DHDT, WERR (certification) DRIER & 72 > T HEFTIZHOWT, BEERES (Supervisory
Authority) (ZHBHZT 5 &

DX fci%-%’i S Y’*TEW@%E%KI’% & A7 L, Eudralex #5474 51350 $H8FD I A
B ATk CTRAET 5

1.5.7 Different imported finished product batches may originate from the same bulk product
batch. The QPs certifying the different finished product batches may base their decision
on the quality control testing of the first imported finished batch provided that a

Pharma Solutions Co,Ltd. FRARSL %T‘f@ T, FFESUSTO ZHif & TR 2 BFEVE L
I7NR ) a—var AERA R Ti# FOLTITLTRAR, BBL L CHA T IARDHY T,
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justification has been documented based on Quality Risk Management principles. This
should take into account the provisions of paragraph 1.5.6 in relation to reliance on any
samples taken in third countries. Evidence should be available to ensure that the
integrity and identity of the imported finished product batch has been established
through documented verification of at least the following:

B ST R DAL Oy T, TRRFE L ov 7 BN o FITH KT D ATREMEDS
bD, BIDEMRM Ny FOBIEEITY QPs 1. b LAMEY A7~ A hOJFHINC
KA ESRTHD Z L AFEHT DM (ustification) 23 LEAL S TWOAUE, BANTHEIA &
NI DSy FOMBEEHRABRICESN T, GUE: RBikk) RET LI LN TE
Do

Ui, FHEETERIES Y TS OEEMEICEE T 5 1.5.6 HOBEZBEICA
nonZ ke,

B SNBSS F O5EEM (integrity) & [F—E (identity) 1%, D72 < THLLFIC
IR B SCEAL X FUTZHRFE (documented verification) Z i L C, MEN. S CWD 2 & ZFEAT S
IO DFHLOZRZ e TH H Z &,

i. Relevant requirements for storage of the bulk product prior to packaging have been
satisfied;

TEERTD 3L 7 B ORAE (2RI 2 BB 72 ST D,

i1. The finished product batch has been stored and transported under the required
conditions;

B Oy FIE, BEREIN TWAEHTHREB L OEE STV,

iii. The consignment has remained secure and there is no evidence of tampering
during storage or transportation;
ME%ZEEEA (consignment) [FLRICHRE SN TERY . REEITEETIC &SA S
ToREBL L 7RV,

iv. Correct identification of the product has been established;
B O IERE7LTRAN S HESL STV D,

v. The sample(s) tested are representative of all finished product batches derived from
the bulk batch.
&R TiE, oL BN FNBIRAE LT R C ORI N Y F &
RETL2HDTH D,

1.6 The QP must personally ensure that the following operational responsibilities are fulfilled
prior to certification of a batch for release to market or for export:

Pharma Solutions Co. Ltd. R FRRILNIBETTOT, TR TO TR E Wz, BRAVE L
FTNTNa—PavABRARH] P E . RCCIL TR, MBEL L TEAA T IARDY £,
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QP 1%, W~ E =T D= OIZ Ny FE2FHIET DR, L FO¥ES EOEENFET-
SNTWAZEEZHOMR LTI D720

1. Certification is permitted under the terms of the MIA.
FHEEIT MIA (e manufacturing authorisation) D FEO FCTH IR TWS

ii. Any additional duties and requirements of national legislation are complied with.
ENIEOH B WD BN IO ZRFE NETFINATND

iii. Certification is recorded in a register or equivalent document.
FORIEDS, BERE FE T IXFE O CEICTFR I N TV D,

1.7 In addition, the QP has responsibility for ensuring points 1.7.1 to 1.7.21 are secured. These
tasks may be delegated to appropriately trained personnel or third parties. It is recognised
that the QP will need to rely on the pharmaceutical quality system and the QP should have
on-going assurance that this reliance is well founded.

512 QP U, u?®171@#517m1@@£ﬁ%£:%%*ﬂf®é:&%%ﬁ#é%
&%ﬁ?éo_nbmﬁ YR 2 2 T BB X = H L RET 5 LB TE D,
QP % lEHKMLD %E/XTA KGTOMENDH D Z L& LTBh, »OQP X 2
DISFEADBFIARILD 3 5 Z & OIGEHICIRIE) 5 2 &,

1.7.1 All activities associated with manufacture and testing of the medicinal product have

been conducted in accordance with the principles and guidelines of GMP.

[ S8 5 DO L K OVGRBR |2 B9~ 5 2 C i X, GMP OJFHI R OMEEHIZHE > TITHhiIL T
D,

1.7.2 The entire supply chain of the active substance and medicinal product up to the stage of
certification is documented and available for the QP. This should include the
manufacturing sites of the starting materials and packaging materials for the medicinal
product and any other materials deemed critical through a risk assessment of the
manufacturing process. The document should preferably be in the format of a
comprehensive diagram, where each party, including subcontractors of critical steps such

as the sterilisation of components and equipment for aseptic processing, are included.

MmmaWif@\E%&UE%W@%774%1~/£%#Yim*m/Qpﬁﬂ%f%
5o ZAUTIE, E*uumﬂj%\ékiﬁéﬁﬂ'&fj\ TERF O BEWLS, (manufacturing sites) . [z OV
ETROY AT TEARA Y Ml U TEHE L AL SNTZEOMOME Grik : &, 7om#Hl,
ZLTEEMEREGEND) DEENTND I &,

Pharma Solutions Co. Ltd. R RIS ETT O T, LFELISTO ZHfRE L T2 BREVEH L
FTNRVa—avARRAR] g RUIL TR, MBE LA T IARHY FT,
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SCEVTAFER 72X DFE L (comprehensive diagram) Toh 5 Z E N R FE L, HEHI/EETOM
T (aseptic processing) D728 DFEREHCHERR DI 72 E OBHEIR AT » T O T ig S
(subcontractors) % & PRI N EENTWNDH I &,

1.7.3 All audits of sites involved in the manufacture and the testing of the medicinal products
and in the manufacture of the active substance have been carried out and that the audit

reports are available to the QP performing the certification.

B3 S D B J Ol . JRIEO LG TR D D DBEAN T X TCEMINATEBY . £
Ei’& ZPH‘LHE%?‘T% QP :TE:L'T/\‘C_*L/CI/\Q

1.7.4 All sites of manufacture, analysis and certification are compliant with the terms of the
MA for the intended territory.

B HT. RUSBEEOT X TOHLE (sites) 73, X L7 HUKOMA (5&:R) ORI
WAL TV,

1.7.5 All manufacturing activities and testing activities are consistent with those described in
the MA.

TR CORGEEE L ORBRIEENL. MA (FEAR) ICEiESN-HNAELE —ELTW\W5,

1.7.6 The source and specifications of starting materials and packaging materials used in the
batch are compliant with the MA. Supplier quality management systems are in place

that ensure only materials of the required quality have been supplied.

Ny FNAE ] S5 HFEIFEL (starting materials) 35 &2 OVELEEM O IATR TS KX OMEAR A, MA
ICHEE L CWAS, VY794 —DWE~SR A M AT M, R U WEOMEO
BB ST b &, RIET B LOTH B,

1.7.7 For medicinal products that fall within the scope of Directive 2001/83/EC, as amended,
or Directive 2001/82/EC, the active substances have been manufactured in accordance
with GMP and, where required, distributed in accordance with Good Distribution
Practice (GDP) for Active Substances.

WIE S 54 2001/83/EC £ 7213 54 2001/82/EC i AELIHNIC & 5 FEFH L IZ DU
Ti, 3 GMP 2> THRIE SN TR Y . MLERSAIIEL TR O 3 1E i im H 1E
(GDP) | IZft-> T L TW5,

1.7.8 The importation of active substances used in the manufacture of medicinal products for
human use should comply with the requirements of Article 46(b) of Directive
2001/83/EC, as amended.

Pharma Solutions Co. Ltd. R FRRILNIBETTOT, TR TO TR E Wz, BRAVE L
FTNTNa—PavABRARH] P E . RCCIL TR, MBEL L TEAA T IARDY £,
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t M HOERKEORGE M 5ROl AL, SE S 545 2001/83/EC - DE46
Z5(b) DOELEICHERLL TV D

1.7.9 For medicinal products that fall within the scope of Directive 2001/83/EC, as amended,
the excipients have been manufactured in accordance with the ascertained GMP
referred to in Article 46 (f) of that Directive.

WIE S7-$84 2001/83/EC D HEPHNIZ & B EIIIZHOWTIL, TINFNIFEES O
% 46 %(ﬂ WCE R I TN DR D GMP (ascertained GMP) (ZHE - Tl X 41T
60

1.7.10 When relevant, the TSE (Transmissible Spongiform Encephalopathy) status of all

materials used in batch manufacture is compliant with the terms of the MA.

B L CW A% E., Ny THEGEICHEH SN D2 TOMEIO TSE (R RINAE
Transmissible Spongiform Enccphalopathy) «fj‘(ﬂ L. MA (Ef J[J% ) O)ﬁﬁi E% LTCTWaA,

1.7.11 All records are complete and endorsed by appropriate personnel. All required in-
process controls and checks have been made.

TRTCOTFITZETH Y, WHREYEICL > TERRBENTND, TRTOLEZR TR
WNEHBLOTF = v 7 BMThbhiT\b,

1.7.12 All manufacturing and testing processes remain in the validated state. Personnel are
trained and qualified as appropriate.

FTANTORERB LR T n X3, N TF—hShoRETRESL TV,
Tk BB N A S du, BAEPEOREE S STV D,

1.7.13 Finished product quality control (QC) test data complies with the Finished Product
Specification described in the MA, or where authorised, the Real Time Release Testing

programme.

GBI OSEE R (QC) T —# 1%, MA (IRFeA&GE) (Zi0H S 47 fofC Bl ks
(Finished Product Specification) , F72(XFFAI SV TWAEHEAILY T vZ A LV U —Z5Bk
(Real Time Release Testing) 7" 1 77 AMZYEHLL TV 5,

1.7.14 Any regulatory post-marketing commitments relating to manufacture or testing of the
product have been addressed. On-going stability data continues to support
certification.

ARG O BE F 72 135k |2 B #émﬁ1 DHLPHHH LD I v b A b GETICH

WEEEE SRR EE) (S LTWD, EITHOREMNET — 1%, 5l & X REE BT
Pharma Solutions Co,Ltd. RIS ETT O T, LFELISTO ZHfRE L T2 BREVEH L

7T )a—av AR K] HIFET, FRCUTEIMLTIRER, HBBZLTHEA T IARNHY £,
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T D72, Mk TThILTW D,

1.7.15 The impact of any change to product manufacturing or testing has been evaluated and

any additional checks and tests are complete.

B OBE E I IIRRIKT 25 DO L EHORE (1257 ) s THY
SBIOF = v 75 LORBATET LTW5,

1.7.16 All investigations pertaining to the batch being certified (including out of specification
and out of trend investigations) have been completed to a sufficient level to support
certification.

FORES VD Ny FITEET 5T X CTOMAE (HEs, B OB (out of trend) D
RoOFEEET) 1%, B2 EMIT 2D~ LVETHETLTWD

1.7.17 Any on-going complaints, investigations or recalls do not negate the conditions for
certification of the batch in question.

TR OEE ., 7A. BIAH - T25E81201E. ZUR 4NNy F ORISR 25 ET 5
KR E 7o TN RN,

1.7.18 The required technical agreements are in place.
VB HATHI AT (technical agreements) 7372 STV 5,
1.7.19 The self-inspection programme is active and current.
HORMR 7 a7 7 A%, HEELTEBYD ., DoBTORIEL 78> T 5,
1.7.20 The appropriate arrangements for distribution and shipment are in place.
i & MG D72 0 DT 72 FREA 2 STV 5,

1.7.21 In the case of medicinal products for human use intended to be placed on the market in
the Union, the safety features referred to in Article 54(o) of Directive 2001/83/EC, as

amended, have been affixed to the packaging, where appropriate.

MEAENTOREZEX L2t FHEKMLOES., WE Sz 84 2001/83/EC D
H54%%(0) TH TER SN TWALZEMEORHS, LEICS U CREICIRMf STV S

1.8 For certain products, special guidance may apply, such as Eudral.ex, Volume 4, Annex 2:

Manufacture of Biological active substances and Medicinal Products for Human Use, and

Pharma Solutions Co,Ltd. FRARSL %T‘f@ T, FFESUSTO ZHif & TR 2 BFEVE L
I7NR ) a—var AERA R Ti# FOLTITLTRAR, BBL L CHA T IARDHY T,
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Annex 3: Manufacture of Radiopharmaceuticals.

FEE DOBLLIZ DUV TIE, EudraLex %44 Annex 2 [Manufacture of Biological active substances
and Medicinal Products for Human Use (ZE#7# 1R 3EE L O e M HESRS 0#E)) B
Annex 3 [Manufacture of Radiopharmaceuticals (IR OELE) | O X 5 KRl T A &
VANEHINOGEN D D,

1.9 In the case of parallel importation and parallel distribution any repackaging operation carried
out on a batch which has already been released must be approved by the competent authority
of the intended market.

WATH#m A (parallel importation) M TN FATHRFE (parallel distribution) D3FA. BEIZHTE I TWDH /Ny
FUIZxF LT TN A FaEEEI, BT 2TGOETEY /I L > KRB SN2 07 67
(A

1.9.1 Prior to certification of a repacked batch the QP should confirm compliance with

national requirements for parallel importation and EU rules for parallel distribution.

FE4E /N~ T (repacked batch) DFEREIZIENLH | QP WL, AT AT A BN B, R ONE
1TiEIZ BT 5 BU BRI~ G 2 iR 5

1.9.2 The QP of the MIA holder, who is named responsible for the certification of the batch
in the MA of the repackaged finished product, certifies that the repackaging has been

performed in accordance with the relevant authorisation pertaining to the repackaged
product and GMP.

PO SRR O MA IZBIT 5Ny FORBREICELEZ R O MIA (AR :
manufacturing authorisation) fRFEFE D QP 1%, FaIEEN O I -8B 5 BEEER AT
FOY GMP (ZHE > TIThiiz 2 & 28T 5.

1.10 Recording of QP certification. QP F&aEO FlEkD FE it

1.10.1 The certification of a medicinal product is recorded by the QP in a register or
equivalent document provided for that purpose. The record should show that each
production batch satisfies the provisions of Article 51 of Directive 2001/83/EC, as
amended, or Article 55 of Directive 2001/82/EC. The record must be kept up to date
as operations are carried out and must remain at the disposal of the agents of the
competent authority for the period specified in the provisions of the Member State

concerned and in any event for at least five years.

Pharma Solutions Co,Ltd. FRARSL %T‘f@ T, FFESUSTO ZHif & TR 2 BFEVE L
I7NR ) a—var AERA R Tiff FOLTITLTRAR, BBL L CHA T IARDHY T,
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EHFOFEFEL, QP 2LV T D IO DIZHRME SN 288, ILF% O CEIZE
BRI D, YekaosklE, BAEN Yy FRWE SN 549 2001/83/EC D 51 & -
I3 F8 2001/82/EC D 55 KOBUEZETEIZ L TWDHZ LERT I L,

Z DOFEERIT Gk QPoFEiED) TEEDFEMIITA O THRAORBIZHERF S T T e
57, BRI 2MEEOHE CHRE SNHE (W sGa o< & H54M)
L. BHEY G (agents of the competent authority) 73 H HIIZfHEH TX HAREEIC L TN 2T
X725

72V (must remain at the disposal of the agents of the competent authority)

1.10.2 The control report referred to in Article 51 of Directive 2001/83/EC, as amended, or
Article 55 of Directive 2001/82/EC or another proof for release to the market in
question, based on an equivalent system, should be made available for the batch in

order to be exempted from further controls when entering another Member State.

SIE 7= F542001/83/EC DHS15:, F£721% F5452001/82/EC DS54 TE L INT
WHEHIMEE, HDEWIFSED VAT MIES YEHEH~D Y U —Z2D 7= DR
AERIE, O MMEEICADBRICS b2 5B E RSN D OIZiE, Ny FTHHATE
HEDITLRITNT R B0,

2. RELYING ON GMP ASSESSMENTS BY THIRD PARTIES, E.G. AUDITS
B=HIZED GMP Ml (BERY) ~DfRE

In some cases the QP will rely on the correct functioning of the pharmaceutical quality
system of sites involved in the manufacture of the product and this may be derived from
audits conducted by third parties.

LAl Lo TiE, QPix, ®EhoRLEICEEG T 54 ~ (F¥EP) OEIHKMLWE S AT ANIE
LSHEBEL TV DM E I DITIKIFEL, ZHUTE =FNFEET IEENOHELIZEnH D,

2.1 Relying on assessment by third parties, e.g. audits, should be in accordance with Chapter 7

of the GMP Guide in order to appropriately define, agree and control any outsourced activity.

BAFOH AL DRI T 25813, GMPA A R HIRITHES S| SRS
(outsourced activity) Z WU EFR L., FEL, FHTHZ &,

2.2 Special focus should be given to the approval of audit reports:
B WG EORKRIT. FRIREREL D 2 &,

1. The audit report should address general GMP requirements, as for example the quality

management system, all relevant production and quality control procedures related to the

Pharma Solutions Co. Ltd. R FRRILNIBETTOT, TR TO TR E Wz, BRAVE L
7T )a—av AR K] HIFET, FRCUTEIMLTIRER, HBBZLTHEA T IARNHY £,
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supplied product, e.g. active substance manufacturing, quality control testing, primary
packaging, etc. All audited areas should be accurately described resulting in a detailed
report of the audit.

B 1, —fRE7Z GMP BESREIHZ Y Lo 2 &, FlAiE, mEEFHEC AT 4
BT 2 2 TOEEL LOWEEBEFIE (] 0 I (active substance) DHE, HE T BE
B, —Rp¥ERl) ThdH, BELEETONTIL, ZORBETH LN DM A RS
FRHT D2 &,

ii. It should be determined whether the manufacture and quality control of the active
substance and medicinal product complies with GMP, or in case of manufacture in third
countries, GMP at least equivalent to that referred to in Article 46 of Directive
2001/83/EC, as amended, or Article 50 of Directive 2001/82/EC.

JFHE (active substance) Mz OMEIE A D BLE K ONEE B, GMP, I =[EH TCofE DA
(ZiE, BOES U7z $552001/83/EC D5 46 S, XU 4545 2001/82/EC DH 50 £ TEK
INTNDHD LD EHRFEDOGMPIZHEILL TWAH N E ) D a i+ 25 2 &

iii. In case of outsourced activities compliance with the MA should be verified.
HNAEFE LTISBN OB AL, MA~OHERLARGET 5 Z &

iv. The QP should ensure that a written final assessment and approval of third party audit
reports have been made. The QP should have access to all documentation which
facilitates review of the audit outcome and continued reliance on the outsourced activity.
QP &, B=FIC L DEAEREFOEFmIC L D REFHE L OERIMTONL TN D Z L iR
T5Z L, QP T, BEARMRDO L Ea—& | INBEFEEH~ Ok R EHE A5 T 5T
NTCOXLEILT 7 BAPAREL IR >TNHRETH D,

v. Outsourced activities with critical impact on product quality should be defined in
accordance with the principles of Quality Risk Management as described in Part I1I of
Eudralex, Volume 4. According to this, the QP should be aware of the outcome of an
audit with critical impact on the product quality before certifying the relevant batches.
B DO SEICER R B 2 5 2 29N EFEIEEE, Budralex H4% H3EHICEH T
HenE Y A7 =R VA FOFANSIR > THIEICT 2 2 &, ZhICE-T, QP %, BHE§
L8y FORGEZAT O AN, BB ICERREL KETTEAOR LB L T Z
Eo

vi. Repeated audits should be performed in accordance with the principles of Quality Risk
Management.
EHFEE Y, WEY A7 <R VA FORANCE SN TERT S Z L,

Pharma Solutions Co. Ltd. R RIS ETT O T, LFELISTO ZHfRE L T2 BREVEH L
FTNRVa—avARRAR] g RUIL TR, MBE LA T IARHY FT,
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3. HANDLING OF UNEXPECTED DEVIATIONS 7 #it ¥t o Bedi v

Provided registered specifications for active substances, excipients, packaging materials and
medicinal products are met, a QP may consider confirming compliance or certifying a batch
where an unexpected deviation concerning the manufacturing process and/or the analytical
control methods from details contained within the MA and/or GMP has occurred. The
deviation should be thoroughly investigated and the root cause corrected. This may require

the submission of a variation to the MA for the continued manufacture of the product.

t LR (active substances)  USHNA (excipients) . EIZER Bl (packaging materials) K ONZE 38 i 0D %%
SRS IV HHHE (registered specifications) 231 A L CWAH D ThHIVIE, QPIE, B T MO/ XX
SIHTEBFEIZE L TMA (IRFEER) KOV XUt GMPIZFEH ST FE M I (details) 225 D
F W (unexpected deviation : FRVE — XIS\ 9 “Shli» & f5T) N U5, WatEORER,
NIy FORAEE R 2 Z E N FRERGE RS 5,

Z OBBUIBEANCHRE L, ZORAFEEDNZESINRTUER S22y, Zhick o, ®iho
LG AT D722, MAIZKS 2 —Z M55 (variation) ZHEHIT 25 2 & BB 55550
5D,

3.1 The impact of the deviation should be assessed in accordance with a quality risk
management process using an appropriate approach such as described in Part III of the

GMP Guide. The quality risk management process should include the following;

LD (impact : X 4T 4 773288 X, GMP A ROPart I [ZE#E I TCWD K 9 723
g7 7o —F 2 HWEWE Y A7 <32 VA bOT v R -> THEiT5 2 &, BV
AR AL FOT AL, LEREENTWHWD I &

i. Evaluation of the potential impact of the deviation on quality, safety or efficacy of the
batch(es) concerned and conclusion that the impact is negligible.
Z DB LNy F O, WE., ZeEME UL AIMESOFRMED & 51T T 1 7 70 8
(A7 b)) ZaHliL, €OZENEHTE D LfmOT 5 2 &,

ii. Consideration of the need to include the affected batch(es) in the ongoing stability
programme.
ROBZZ T ey F (WMEOUTHER) &, BUEAT > TWAOZENT v 7T MBI 270
VBV OWT D EE,

iil. In the case of biological medicinal products, consideration that any deviations from the
approved process can have an unexpected impact on safety and efficacy.
AW ZEHIRAIOSEAIIE, ARENTEZT v ANE OB, etk OE RIS T HE
MR A2 B 2 2 Rty & 5 RICEET D,

Pharma Solutions Co. Ltd. R RIS ETT O T, LFELISTO ZHfRE L T2 BREVEH L
FTNRVa—avARRAR] g RUIL TR, MBE LA T IARHY FT,
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Taking account that responsibilities may be shared between more than one QPs involved in
the manufacture and control of a batch, the QP performing certification of a batch of
medicinal product should be aware of and take into consideration any deviations which

have the potential to impact compliance with GMP and/or compliance with the MA.

Ny FORGE K OVERIZE G T 5880 QP O THEMNILE SN D AEEERH L Z L% &
BELC, EERLANYTORGEZITH QP 1L, GMP ~DOii e KO/ Xt MA (R7E&R) ~D
i@‘éé: R RIS AREMED 5 5 2T oMM AR L, ZEL2TIR L2,

4. THE RELEASE OF A BATCH /3 5D Hifif

4.1 Batches of medicinal products should only be released for sale or supply to the market after
certification by a QP as described above. Until a batch is certified, it should remain at the site
of manufacture or be shipped under quarantine to another site which has been approved for

that purpose by the relevant Competent Authority.

EIEE DNy FiX, Bk QP 12 X AFERERZIC DO ARG X THG~OMIEZ G52 &, 7
Y FRFRAES D £ T, WEGITICED 50, BETLPMEETICL > TEDOHBDIZHIZ
RSN OY A~ (& (2, FRBESIL7IREE (under quarantine) O FIZHET 5 Z &,

4.2 Safeguards to ensure that uncertified batches are not transferred to saleable stock should be
in place and may be physical in nature, e.g. the use of segregation and labelling or electronic
in nature, e.g. the use of validated computerised systems. When uncertified batches are

moved from one authorised site to another, the safeguards to prevent release should remain.

KRABRED S FHMRGE FIREIRIE A~ E BB L7222 & 2 fEFICT 5720 D TR FE: (safeguards)
X, WEZRbD LT RETHY | RBHELOEROMER e EOWEIMEEDO O, Ba—F—
VAT LD EOBETFHIEEO L ONRH D,

FRE Ny FEFBA SN A R BRIOY A MIBET 2561X, FalE 5 2Ek3 5
72O DOT I TBe (safeguards) & 627 &,

4.3 The steps necessary to notify QP certification to the site where the transfer to saleable stock
is to take place should be defined within a technical agreement. Such notification by a QP to
the site should be formal and unambiguous and should be subject to the requirements of
Chapter 4 of Eudral.ex, Volume 4, Part 1.

Pharma Solutions Co,Ltd. )L S aEe e ﬁ" DT, TR TO TR L T2 BSREVH L
F7NT A A ARSI fi# RICITLTHR, BBZLTHA T IABDY ET,
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IR FE AT BE TR IEEA~DOBATIMTHON D YA b ~D QP FRIFD AN LB/ FIEIL, HiE
(technical agreement) OHTHETDHZ &, QP LBV A ko~ Z D X5 7L, ExXXH)o
72 b DO TR X72 59, Eudralex, Volume 4, Part I D% 4 TEOBEIHED = &

5. GLOSSARY HFRE

Certain words and phrases in this annex are used with the particular meanings defined below.
Reference should also be made to the Glossary in the main part of the Guide.

ZOXEOEE (Ammex) OHZFESLT7 L —XX, L FMCER LI EOEERTHEHALTWS,
Flo, KA ROFEERFITBWNTH, ZOHGEE (GLOSSARY) &R IfLizuy,

Certification of the finished product batch. &85> F DOFRIE

The certification in a register or equivalent document by a QP, as defined in Article 51 of
Directive 2001/83/EC, as amended, and Article 55 of Directive 2001/82/EC, and
represents the quality release of the batch before the batch is released for sale or
distribution.

WIE S 72484 2001/83/EC D515 K OY #5845 2001/82/EC D EHSSSRIZEFR SV DHQPIZ L
D GRE X FZEOLETORIETH Y . 2Ny FIRGE UIFE D 72D H i S VD HTD
Ny FOEFEY U —A (quality release) & 37,

Confirmation (Confirm and confirmed have equivalent meanings).
#eEd  (confirm & confirmed IX[FIZDEKZFD) |

A signed statement by a QP that a process or test has been conducted in accordance with
GMP and the relevant marketing authorisation or clinical trial authorisation, product
specification file and/or technical agreement, as applicable, as agreed in writing with the
QP responsible for certifying the finished product batch before release. The QP providing
a confirmation takes responsibility for those activities being confirmed.

b D TREXIHERD, GMP KO BES 2 TIRFEARSUIEERABAGE) . THS R
7 AN RO T A EE] | UZEOT;Q}méZJ/L?L:_ &%, FETERATDRALEL L > F DFE
AEAHY TS QP LEMTAE L, QP BWEA L-FIE, MRELRELT S QP I,
E LI INOLOIEBICRMEEA D,

Finished product batch. S#&E Dy F,

With reference to the control or test of the finished product, a finished medicinal product
batch is described in Annex I, Part I, point 3.2.2.5, of Directive 2001/83/EC and Annex I,

Pharma Solutions Co. Ltd. R RIS ETT O T, LFELISTO ZHfRE L T2 BREVEH L
FTNRVa—avARRAR] g RUIL TR, MBE LA T IARHY FT,
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Part 2, section E, of Directive 2001/82/EC. In the context of this annex the term in

particular denotes the batch of product in its final pack for release to the market.

A i in OB B E 721 3RBR O BIE T, KR DOER /S FIT [543 2001/83/EC @ Annex
I, Partl, point3.2.2.5], & [F545 2001/82/EC @ Annex 1, Part2, section B |ZF0# S 41T
W5, ZO Annex & DJRFETIE, ZOMEET. FHZ. HH~O MO 728 DRk O El%E
(final pack) (Z A 728D/ F Z2 R,

Importer. #AZE,

The holder of the authorisation required by Article 40(3) of Directive 2001/83/EC, as
amended, and Article 44(3) of Directive 2001/82/EC for importing medicinal products

from third countries.

B E NS EH L AW A T D 72O IE S 72 F54 2001/83/EC D 40 5:(3) TH., K UYES
2001/82/EC D 44 25(3) TH THER I D AGROREFA,

Qualified Person (QP).  Qualified Person (QP)
The person defined in Article 48 of Directive 2001/83/EC, as amended, and Article 52 of
Directive 2001/82/EC.

WIE S L7~ 545 2001/83/EC D% 48 5. B LN 54 2001/82/EC D 52 RICEZHR S LT
5N,

Pharma Solutions Co. Ltd. R FRRILNIBETTOT, TR TO TR E Wz, BRAVE L
7T )a—av AR K] HIFET, FRCUTEIMLTIRER, HBBZLTHEA T IARNHY £,
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Appendix I  ffEE 1

Content of the confirmation of the partial manufacturing of a medicinal product
ERHOMHBEOHREONE

[LETTER HEAD OF MANUFACTURER WHO CARRIED OUT THE MANUFACTURING ACTIVITY]
[(EEE 21T > e /EH O L Z —~ v F]
1. Name of the product and description of the manufacturing stage (e.g. paracetamol 500 mg
tablets, primary packaging into blister packs).
B d KOS B RS R A
(B : RXTEHE—LS00mghER], 7V AX —Xy J ~O—REE)

2. Batch number. /X v F % 5

3. Name and address of the site carrying out the partial manufacturing.
O RIE AT O VA b (FEFD OLFREAERT
4

. Reference to the Technical Quality Agreement (in accordance with Chapter 7 of the
Guide).

HINPSEAEE (KA FOEIZEIZHEI) ~D 3 MK,
5. Confirmation statement. £ 7= DFCIR,

I hereby confirm that the manufacturing stages referred to in the Technical Quality
Agreement have been carried out in full compliance with the GMP requirements of the EU
and the terms described in the Agreement for ensuring compliance with the requirements

of the Marketing Authorisation(s) as provided by [Contract Giver/manufacturer certifying
and releasing the batch].

FAL. HINSVEREATE L SN TV ARG EU O GMP EE, BX O [Ny F 2 G
LCY U —RF238K%E fEE] N 2 I &GR O B OESTF 2 RFET 5 72D DK
ECEH SN WA EZERICESTF L CEMEINTWNAZ 22 IR LET,

6. Name of the Qualified Person confirming the partial manufacturing.
iy 5 2 e L 7= Qualified Person D4 Hij,

7. Signature of Qualified Person confirming the partial manufacturing.
a4y 5 2 e L 7= Qualified Person D &4,

8. Date of signature.

F4 O AL

Pharma Solutions Co.Ltd. FRARSL

%T@“@f\ VPRSI T TR & Tl a . JBREVE L
T7NT Y )a—ar AR e

Tiﬁ“ ORI, BRBZ L THA 7 I AR DY 97,
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Appendix I  EE 11

Content of the Batch Certificate for Medicinal Products
EE[BONy FIEHEONE

[LETTER HEAD OF THE BATCH CERTIFYING AND RELEASING MANUFACTURER]
[Ny FREAEZEITTOA—A—L V) V=R FT oA =TI —DLF—~v K]

1. Name, strength/potency, dosage form and package size
(identical to the text on the finished product package).
SPR, BENEE, A, Ny =T A X

(BT ORI N TV LT L) &

2. Batch number of the finished product.
&L DR ) F R B

3. Name of the destination country/countries of the batch, at least when within the EU.
Dip &b EUBNOSGEIT, Ny FofmkoEs (BHH 50 IE8EH),

4. Certification statement. Z:F A,

I hereby certify that all the manufacturing stages of this batch of finished product have been

carried out in full compliance with the GMP requirements of the EU and [when within the

EU] with the requirements of the Marketing Authorisation(s) of the destination

country/countries.

R Z 20T, REEELE O o FOFT X TOREEMEEN . EU © GMP EiE LY (BU N D%
H13) mE (EEH 5 WITEEETY) OIRGEFF W OBz 5w RIE8T L THEMiS N2 &%

AERA L £97

5. Name of the Qualified Person certifying the batch.
Z D7\ F % Qualified Person D44 A,

6. Signature of the Qualified Person certifying the batch.
N F a2 FREET 5 Qualified Person D E4

7. Date of signature.
EZAARNEENR
(2021.06.12 #R)

Pharma Solutions Co,Ltd. FRARSL %’Cﬁ"@ T, FFESUSTO ZHif & TR 2 BFEVE L
F7NR-Va—av kA&t Ti?‘ RTIELTER, BRLZ LTI TIARDY ET,
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