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Chapter 7 Outsourced Activities
(7 & SREFEER)

(AR5 DFCH)
Legal basis for publishing the detailed guidelines: Article 47 of Directive 2001/83/EC on the
Community code relating to medicinal products for human use and Article 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 manufacturing
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.

FEMZR A K74 > (detailed guidelines) % AT 2 AR -
- b MAERSICEET BN ZE B & D4 ODirective 2001/83/ECHH; 47 H
- Bl = 3R B3 2 RN 22 B 1543 D Directive 2001/82/ECPD 5 51 1H
ZoOXEF, b bHEZEEICEE T 5 Directive 2003/94/EC, 5 X VB H [E 3K i @ Directive
91/412/EEC THllE & T 5 EHK T O GMP (good manufacturing practice; 8 B i i /N2 EE A )
DA RS OFRICBT 2 HA X 2% 525D Th S,

Status of the document: revision 1~ (CCEORWL & F 1)

Reasons for changes: In view of the ICH Q10 guideline on the Pharmaceutical Quality System,
Chapter 7 of the GMP Guide has been revised in order to provide updated guidance on
outsourced GMP regulated activities beyond the current scope of contract manufacture
and analysis operations. The title of the Chapter has been changed to reflect this.

EHEEH .

EEMME S AT LADICHQLIOD T A R T A OB T, Zitilitl X OEFE ot OFE DB
TEO#FFHZE 2 T, AEBZEZLDOCMPHANC OWTDIRETDOHA X v A% G2 512012, 20
GMPH A ROFETELZBE LT, ZOEDZA MLb, TNERMIEL-DIZEE L GR
EZH)

ARIE  OERTOA AL, “Contract Manufacture and Analysis” T 5, 7. O 7 # T “activities” &5 HFEIT.

WEOHHEHEO WEYDRE” 2HT, HEB H5E (¥ OMERHEA Lk,
Deadline for coming into operation: 31 January 2013 (%%hH : 201341 A 3 1 H)

(REHTIE. 22 TRDY)
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Principle  (—f%R9JHI)

Any activity covered by the GMP Guide that is outsourced should be appropriately defined,
agreed and controlled in order to avoid misunderstandings which could result in a product or
operation of unsatisfactory quality. There must be a written Contract between the Contract Giver
and the Contract Acceptor which clearly establishes the duties of each party. The Quality
Management System of the Contract Giver must clearly state the way that the Qualified Person
certifying each batch of product for release exercises his full responsibility.

PEREFED 9 HEGMPH A RIC X » THNRN—ENTWATRENL, BRI L REE g z24E 05 2
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EERBET DD, HOHWITEEE L COEELRT D702, BMEUICHEL, AE L., »OoEH
I 5HZ L, ELREHE (ContractGiver) & EEE ( (Contract Acceptor) DI[EIZ . ZEFRICER B 3CFE (written Contract)
DIE LRI TR B, ZOXEFE, F3=7 1 OGS Z2WRICHE LT bDTH D, Fitd
(Contract Giver) DEHE~F Y A2 F v AT A, BEOHAICE L TE& /Ny F 2 383E3 5 Qualified
Person?y, & D5ER7REAT: (full responsibility) &1 T3 5 AT D 5L %2 BIREIZEELE L2 T U2 5 7e 0,

Note: This Chapter deals with the responsibilities of manufacturers towards the Competent
Authorities of the Member States with respect to the granting of marketing and
manufacturing authorizations. It is not intended in any way to affect the respective liability
of Contract Acceptors and Contract Givers to consumers; this is governed by other
provisions of Community and national law.

M S DEE, RIGEAEGRI L OVFLE AR GE DTGB LT, ERE D BIEF 25 77 Competent Authorities of the
Member States) /Z/A]/T T D, HEEZDEMLFR VK> T3, HEZIZXNT 5764 (Contract
Acceptors) 5L INEFER (Contract givers) D FL-CADEHIEIT Giability) (Z, ZL700 & b EEs
LGz 5281 B HBE L TRV, - EioFE/Z, Community and national law D44 D15
(ZL > TEPE (governed) S/ TL3,

General  (—f%PYEIR)

7.1 (TR FICRR T N & FHIH)
There should be a written Contract covering the outsourced activities, the products or

operations to which they are related, and any technical arrangements made in connection
with it.

IROFIEIZEET A EFEEEKIE (witten Contrac) NTREET DA Z &,

FTEEEKIDOIEFNS (outsourced activities) . BEE 4 A R4, b ﬁz% BLOENOICEET 2 HITAE

2 (technical arrangements)

7.2 (OMEZEFEEEBIZED 2D b DIES I L OHRGEAT O & 2EK)
All arrangements for the outsourced activities including any proposed changes in technical or
other arrangements should be in accordance with regulations in force, and the Marketing
Authorisation for the product concerned, where applicable.

NEREFREB DD ETORY D (T LA M) id. ERHEIZEIR (regulations in force) 33

KON U T 25A1213F O HE T 2 8AI DO IRFEAGRZE (Marketing Authorisation) ([Z9ED Z &, ZAUIZ
W, BRI B D B OMOE D IDIZBIT U725 E & H 5 A TND,
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7.3 (MFeARMRAE & RIEEE DA — TRWIGE DY ko)
Where the marketing authorization holder and the manufacturer are not the same, appropriate
arrangements should be in place, taking into account the principles described in this chapter.

e AR B L BEEE DR — CTRWEEAIE., ZRUICS SO LWEY RO EN, ZOFEIZIRX
LN TWAFRAIZZBEICWNA T, BWUNCHEET DL &,

The Contract Giver  (Fit#H)

7.4 (ZFEBEOEIRELGE VAT MBI DIMBEEEBOHIE)
The pharmaceutical quality system of the Contract Giver should include the control and
review of any outsourced activities. The Contract Giver is ultimately responsible to ensure
processes are in place to assure the control of outsourced activities. These processes should
incorporate quality risk management principles and notably include:

RHEH (Contract Giver) D[EFESLINE > AT AL, £ TOIFEFEIEE) (any outsourced activities)

DEBELE2—%28Te2 b, Zit#H (ConractGiver) [T, ZD7 0¥ ANNMIEAEFOEIH %
BHENIIRAET 5 2 & ORMEILELEEAET D, ThoOTrE R L, WwE) A7 <RV A b
DJFEANZ A AIATL &V DT LT OFE GRIE : 7.5~78HEHET) 25l &, :

7.5  (ZFEE OwE G MO S RITFHD)
Prior to outsourcing activities, the Contract Giver is responsible for assessing the legality,
suitability and the competence of the Contract Acceptor to carry out successfully the
outsourced activities. The Contract Giver is also responsible for ensuring by means of the
Contract that the principles and guidelines of GMP as interpreted in this Guide are
followed.

INREFEER AT O DI D | TFEE (Contract Giver) 1d, FMBEREER & HEITIT 9 729DI,
S FEH (Contract Acceptor) DETEME (legality) . A (suitability) 36 LTV 2 BF 2 3 — (competence ; iR
YE competency & (F TS T B L TV MR I ADTTEISIED = & ) iR L v igid) 2 AET 2 BMEZ AT
b, EFEHE (ContractGiver) [XFE 7=, ZDHA RTHIREND X9 CGMPOJFAIE A RZ A 12
e~ T2 7L (Contract) WHEFEIATOND Z EDOELEET 5,

7.6 (ZFEE DO OZFEE ~DOIFRIRHEFEHS)
The Contract Giver should provide the Contract Acceptor with all the information and
knowledge necessary to carry out the contracted operations correctly in accordance with
regulations in force, and the Marketing Authorisation for the product concerned. The
Contract Giver should ensure that the Contract Acceptor is fully aware of any problems
associated with the product or the work which might pose a hazard to his premises,
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7.7

7.8

equipment, personnel, other materials or other products.

ZRt# (Contract Giver) 1, FTIES B LIRS 5 85 O IRGEAGEE (Marketing Authorisation)
L7720 TUIE L FREEB 1T O 12D MERER L AR O 2 TEZFEE IRt 52 &,
ZZRE# (Contract Giver) 1%, £ DG OHIEC/EEICED RN . U T OFHITAEEN LSS
HIIRNZ & % 52 FEF (Contract Accepton) |2 T3 12T 73D 2 &0 0 JifiEX (premises) | FE#R (equipment)
ik B (personnel) . fLOOERAA &> 2 VM T HL L,

(EFEB S L DB DT O B R TO L E 2 —)
The Contract Giver should monitor and review the performance of the Contract Acceptor
and the identification and implementation of any needed improvement.

ZREA (Contract Giver) [L, ROFIHEE=F—L, oL Ea—F5I &,
- SZFEFH (Contract Acceptor) DIEFSIEAT (performance)
c MEZRUGEFIHEORE & FEi (identification and implementation)

(ZRELIZEH O R EHR] DL v a— L RERE)
The Contract Giver should be responsible for reviewing and assessing the records and the
results related to the outsourced activities. He should also ensure, either by himself, or
based on the confirmation of the Contract Acceptor’s Qualified Person, that all products and
materials delivered to him by the Contract Acceptor have been processed in accordance
with GMP and the marketing authorisation.

LRt (Contract Giver) X, Bit L7ZEBOREEkEFERD L E 22— EEE (assessing) (2 DOV THOHET:
EETDH I L, FFLHE (Contract Giver) [XFE 7o, ZRtH H H T L - T, £ 721L5% 58 DQualified Person

(Contract Acceptor’s Qualified Person) DFEFRIZIED X | ZFEE NEFEE TR L THIAT (delivered) 7§55 42T
DORLLMER A, GMP L IRFEAGREFIZHAGT 2 L2177 R (L) SncbDTHDLZ &
Ze PRAIE (ensure) 95 Z &

The Contract Acceptor (% Ft#)

7.9

(ZFEBE RO E EAF)
The Contract Acceptor must be able to carry out satisfactorily the work ordered by the
Contract Giver such as having adequate premises, equipment, knowledge, experience, and
competent personnel.

S REA (Contract Acceptor) 13, MY/t (premises) * Fa5 (equipment) ZHF5H . £ L CHIG (knowledge) *
TRIBR (experience) * HEST (competent) ZFFOERE N WD LW o72Z L2 L - T, FFEH (Contract Giver)

BRI FRR-BEBIMEVES  RXIBERTT DT BT EXISKYHIBL. TEZEL TSN,



EU GMP Chapter 7 Outsourced Activities 2RE $1iE 3hH: 20134£1A31H Page 7 of 9 pages LiteScientia

R EESNAMAFLWEN D K OIATA DN R T-RITR 60,

710 (EtERAEE ST 28 - JFAPEE - FERoOE S )
The Contract Acceptor should ensure that all products, materials and knowledge delivered
to him are suitable for their intended purpose.

S REH (Contract Acceptor) (X, % (3Z5E#) ICRRME SN 52 TORM, FA RS L ORI,
BT 5 HMIZ JG)J“C&)%’) LEMERIZT D L,

711 (CRZEFEICRT D EFEE DGR D LEM)
The Contract Acceptor should not subcontract to a third party any of the work entrusted to
him under the Contract without the Contract Giver’s prior evaluation and approval of the
arrangements. Arrangements made between the Contract Acceptor and any third party
should ensure that information and knowledge, including those from assessments of the
suitability of the third party, are made available in the same way as between the original
Contract Giver and Contract Acceptor.

36 (Contract Acceptor) [X, F DHLY PR DFHM & AR A2 T D DI D, é%ﬁ%@?ﬁﬂﬁ L KGR
(Contract Giver’s prior evaluation and approval) %521} 25 Z & 72 < F ORI H 5 EH O 72
HERSY S . =3 (third party) 1Z IRZEEE (subcontract) & L7RWNT & (R [ZaEE 0&RA LIS,
W2 SE TR L2V OEK), 5 FEF (Contract Acceptor) & 5 = & D] TTT 5 BV P (arrangements)
X TER & RS AR (original) DEFEE I L OEFER L A CERICFIH FIBECTH 5 Z & ZR3AE
ﬁ‘é ZEo B, ZOMEERE BRI, B =F O WA M D FEAT (assessments of the suitability of the third party)
MODOFEHE T Z L,

712 (ZFEEHERIMNC & D RAGRDZEH DL L)
The Contract Acceptor should not make unauthorized changes, outside the terms of the
Contract, which may adversely affect the quality of the outsourced activities for the
Contract Giver.

ZEEE L. BEEEKI DB (the terms of the Contract) 7> & T DHERRIMZ B B . RIEGBDOEE 247
DI b, T, FTEHEE (Contract Giver) DN FEIEEN O SVE IR B A MAT T )b /e
Wb TH D,

713  OMBEFEILENELERIG & 72 D ATHRENE)
The Contract Acceptor should understand that outsourced activities, including contract
analysis, may be subject to inspection by the competent authorities.

ZEE#E (Contract Acceptor) 1. Trtiohr 7= B LINME LIRS, FTlE Y 5 (competent authorities) {Z & 5
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The

7.14

7.15

7.16

BEREZT LNV L EHRT L L,

Contract  (EFEHEHK)

(ZEFERKFE DR
A Contract should be drawn up between the Contract Giver and the Contract Acceptor
which specifies their respective responsibilities and communication processes relating to
the outsourced activities. Technical aspects of the Contract should be drawn up by
competent persons suitably knowledgeable in related outsourced activities and Good
Manufacturing Practice. All arrangements for outsourced activities must be in accordance
with regulations in force and the Marketing Authorisation for the product concerned and
agreed by both parties.

TRt E % . KFEH (Contract Giver) & 3276 (Contract Acceptor) D CTIERNT 2 Z &, Z DZEFE
ZRIFIL, AP ERFEERBICEHL O, EnNEhoBEfEaI=ar—var - TrkX
(communication processes) & HIET H Z &, FRIOHAMPIMAIME X, YiZIMBEFLER £ GMPIZ O
THo7e iz bo. mWRES) ZFFORE (competent persons) 75ERR A% Z &, SMEREREHESS
(outsourced activities) (2R3 2R TORY P 1X, BUTIES &, BRI 2 B OMGERGREE & —&
LTEY, »omi#E GRIE : ZitH LX5t8) BDEELXT5H2 &,

(ZEFEEB O ERH (HDWiTe b)) OB L)
The Contract should describe clearly who undertakes each step of the outsourced activity,
e.g. knowledge management, technology transfer, supply chain, subcontracting, quality
and purchasing of materials, testing and releasing materials, undertaking production and
quality controls (including in-process controls, sampling and analysis).

ZFERKIE (Contrach) (3, TREEH DB BEPELHEN G & 20T 2032 WIREISR~D 2 &, #l 2T,
T Uy USRI AR (knowledge management ; &) . FEATFEHR (technology transfer) , "7 A T
— 2 (supply chain) , —IRZZRE (subcontracting) . JEUAA KD AE & B A (quality and purchasing of materials) , Jit
FEFOFIER & HAJE (testing and releasing materials) , H3& 35 X OVRE BB (ZAUTIZ TRENEE,
TV T B IO EETe) OFEAZER (undertaking production and quality controls) 72 & DK IH H
Th b,

(UM ZEFEEB I D 2 2 TOREROIRE EHE)
All records related to the outsourced activities, e.g. manufacturing, analytical and
distribution records, and reference samples, should be kept by, or be available to, the
Contract Giver. Any records relevant to assessing the quality of a product in the event of
complaints or a suspected defect or to investigating in the case of a suspected falsified
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7.17

product must be accessible and specified in the relevant procedures of the Contract Giver.

HMERZEREIEBIC B 5 T DRtk (B 13, BGE, 0 KL UMLE D RLER, B8 L TS & it (reference
samples) ) 1. ZEREH (Contract Giver) 23RE T D0, 8 D VWITZEFEH (Contract Giver) 23K FH A REZ2 MK
RECTRETHZ &, [7 L—2 (complaints) 2K ED FIHENE (suspected defect) D3FEA DA DELEL D
B DATE (assessing) | 38 &L TN MAE RIS DN EEDOIVD  (suspected falsified product) 55 DR A (2B
Y A{l7e B Rk S . M FTREZRIECdH o T, ZFtH (Contract Giver) D b D BHH FIEIZHLE
ETHT b,

(ZFEH I L D AR OfELR)
The Contract should permit the Contract Giver to audit outsourced activities, performed
by the Contract Acceptor or his mutually agreed subcontractors.

ZFEEKIIL., ZFEE (Contract Acceptor) 23T CWAHRTD, FIIMAIZCEE LT RZiHE
(subcontractors) 23T > CWARATDOEFLER & Lil#H (Contract Giver) NEEETHZ LA R[REL T 5
N

(2015 & 01 H 17 HEHGER)
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